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PUBLIC  INFORMATION 
Final  Regulations 

The  Food  and  Drug  Administration 
« FDA)  is  issuing  a  second  final  regulation 
concerning  public  information  in  re¬ 
sponse  to  comments  on  the  initial  pro¬ 
mulgation  of  such  regulations.  This  final 
order  does  ndt  change  most  of  the 
agency’s  ciurent  regulations,  either  be¬ 
cause  no  comments  were  received  or  be¬ 
cause  the  comments  submitted  did  not 
persuade  the  Commissioner  of  Food  and 
Drugs  that  changes  were  in  order.  Cer¬ 
tain  provisions  are  being  revised,  how¬ 
ever,  to  make  it  clear  that  the  agency 
will  not  ordinarily  provide  more  than  one 
copy  of  a  record  to  the- same  person,  to 
clarify  the  agency’s  policy  respecting 
waiver  of  fees,  and  to  effect  other 
changes.  This  order  shall  be  effective 
February  14, 1977. 

In  the  Federal  Register  of  Decem¬ 
ber  24,  1974  (39  PR  44602),  the  Com¬ 
missioner  of  Food  and  Drugs  issued  final 
regulations  governing  the  disclosure  of 
information  to  the  public  in  conformity 
with  the  public  information  section  of 
the  Administrative  Procedure  Act,  known 
commonly  as  the  Freedom  of  Informa¬ 
tion  Act  (POIA)  (5  U.S.C.  552).  Inter¬ 
ested  persons  were  invited  to  file,  within 
60  days  of  pabnca44on  of  the  final  order 
in  the  Federal  Register,  written  com¬ 
ments  r^arding  matters  not  raised  in 
the  notice  of  proposed  rule  making  pub¬ 
lished  in  the  Federal  Register  of  May  5, 
1972  (37  FR  9128) ,  and  considered  in  the 
preamble  to  the  final  regulation.  The 
final  regulation  provided  that  any 
changes  justified  by  the  comments  would 
be  the  subject  of  a  further  r^^ulation 
amending  the  specific  regulations  in¬ 
volved. 

The  Commissioner  received  28  com¬ 
ments;  the  majority  repeated  substantive 
comments  previously  made  on  one  or 
more  sections  of  the  original  proposal, 
although  some  dealt  with  matters  not 
previously  raised  and  considered.  The 
majority  of  the  responses,  mainly  from 
trade  associations  and  representatives  of 
companies  subject  to  regulation  imder 
the  laws  administered  by  FDA,  objected 
to  specific  provisions  of  the  final  regula¬ 
tion  and  suggested  changes  that  would 
make  less  information  in  government 
files  available  for  public  disclosure.  The 
few  comments  received  from  individuals 
and  consumer  groups  generally  supported 
the  provisions  of  the  final  regulation,  and 
suggested  changes  to  further  liberalize 
agency  disclosure  policies. 

'Those  letters  making  new  substantive 
comments  or  suggestions  and  the  Com¬ 
missioner’s  conclusions  concerning  them 
are  discussed  in  this  preamble.  The  re¬ 
spondents  that  raised  matters  that  were 
previously  considered  in  the  preamble  to 
the  December  24,  1974  final  regulation, 
and  references  to  the  specific  paragraphs 


of  that  preamble  wherein  they  were  con¬ 
sidered,  are  also  briefly  set  out  below.  For 
the  convenience  of  the  reader,  wherever 
this  preamble  are  grouped  imder  the  ap- 
prc^riate  headings  of  the  preamble  to 
the  December  24,  1974  final  regulation. 

FDA  Experience  Under  the  Freedom  of 
Information  Act 

1.  In  the  preamble  to  the  December  24, 
1974  final  regulation,  the  Commissioner 
noted  that  the  May  1972  proposal  repre¬ 
sented  a  major  change  from  prior  agency 
policy.  Before  the  regulations  were  pro¬ 
posed,  the  agency  fetained  approximately 
90  percent  of  its  records  as  confidential; 
since  the  May  1972  proposal,  approxi¬ 
mately  90  percent  of  FTDA  records  have 
been  available  for  public  disclosure.  The 
Commissioner  concluded  in  the  preamble 
to  the  December  24,  1974  final  regula¬ 
tion  that  the  impact  of  this  policy  change 
on  FDA  was  beneficial  rather  than  detri¬ 
mental.  The  policy  of  open  disclosure,  the 
Commissioner  concluded,  impeded  nei¬ 
ther  communication  ivith  persims  out¬ 
side  the  Federal  government  nor  internal 
agency  deliberations,  but  had  the  salu¬ 
tary  effect  of  encouraging  closer  public 
scrutiny  of  FDA  actions  and  “fostered 
greater  public  accoimtability  of  the 
agency,’’  The  beneficial  effects  of  the 
FDA  openness  policy,  reflected  only  in 
part  in  its  public  information  regulations, 
caused  the  Commissioner  to  enlarge  the 
categories  of  documents  available  to  the 
public  by  his  conclusion  in  the  preamble 
to  commit  the  agency  to  liberal  use  of  its 
discretion  under  FOIA  to  disclose  rec¬ 
ords  that  could  be  withheld  from  the 
public  under  strict  terms  of  the  act’s 
nine  exemptions. 

Since  publication  of  the  final  regula¬ 
tions  in  December  1974,  FDA  experience 
confirms  the  Commissioner’s  conclusion 
that  a  policy  of  open  disclosure  is  in  the 
best  Interests  of  toe  public  and  toe  gov¬ 
ernment.  Remaining  fully  ccxnmitted  to 
this  policy,  FDA  will  continue  to  strive 
to  meet  both  toe  spirit  and  letter  of  toe 
FOIA. 

Although  the  FOIA  and  these  regula¬ 
tions  have  generally  resulted  in  substan¬ 
tial  public  benefits,  they  have  also  pro¬ 
duced  s(xne  unexpected  and,  for  toe 
agency,  disaiH>ointing  consequences.  The 
volume  of  freedom-of -information  (FOI) 
requests  received  by  FDA  has  been  much 
larger  than  anticipated.  During  fiscal 
year  1975,  FDA  received  approximately 
5,300  requests;  in  fiscal  year  1976,  toe 
total  number  of  requests  ballooned  to 
nearly  20,000.  This  trend  continues  to¬ 
day  and  toe  Commissioner  expects  that 
FDA  will  receive  over  24,000  requests  in 
fiscal  year  1977.  A  large  proportion  of  toe 
requests  received  by  PDA  are  lengthy, 
voluminous  and  complex,  which  makes 
responding  to  them  Involved,  time  con¬ 
suming,  and  costly. 

Last  year,  FT>A’s  uncompensated  cost 
of  responding  to  FOI  requests  exceeded 
$1  million.  Fees  charged,  which  are  sup¬ 
posed  to  refiect  actual  cost  to  toe  gov¬ 
ernment,  totaled  only  $78,340.  This  dis¬ 
parity  between  toe  cost  to  FDA  and  toe 
revenue  from  fees  is  disturbing  because 


86  percent  of  the  FOI  requests  received 
by  PDA  are  from  industry  and  private 
attorneys,  while  only  14  percent  come 
from  toe  general  public,  consumers, 
press,  health  professionals,  and  scien¬ 
tists.  It  is,  in  the  Commissioner’s  view, 
inappropriate  that  the  general  public 
must  subsidize  the  “industrial  espionage” 
in  which  many  commercial  firms  engage. 

The  Commissioner  does  not  intend  to 
modify  toe  FDA  disclosure  policy  be¬ 
cause  of  this  “imbalance”  in  requests. 
How'ever,  toe  Commissioner  does  intend 
to  take  steps  to  secure  a  revision  in  the 
fee  schedule  to  more  closely  reflect  toe 
actual  cost  incurred  by  FDA  in  search¬ 
ing  for  requested  documents.  The  Com¬ 
missioner’s  views  concerning  the  fee 
schedule  are  fully  set  forth  elsewhere  in 
this  preamble;  namely,  an  increase  in 
the  fee  schedule  coupled  with  a  more 
liberal  application  of  agency  policy  on 
waiver  of  fees  will  result  in  a  more  equi¬ 
table  distribution  of  toe  costs  of  respond¬ 
ing  to  FOI  requests  without  affecting  the 
amount  or  type  of  records  available  to 
the  public. 

Procedural  Issues  Related  to  Promul¬ 
gation  OF  Final  Order 

2.  Many  comments  contended  that  the 
promulgation  of  the  final  regulation  in 
December  1974  represented  a  novel  con¬ 
cept  in  agency  riUe  making  not  in  ac¬ 
cordance  with  toe  notice  ana  comment 
requirements  of  section  4  of  the  Admin¬ 
istrative  Procedure  Act.  It  was  asserted 
that  the  regulations  are  more  than  a 
mere  particularization  of  the  FOIA,  and 
reflect  FDA  interpretation  of  the  provi¬ 
sions  of  toe  act  and  their  applicability 
to  specific  categories  of  documents  in 
FDA  files.  It  was  argued  that,  because 
toe  final  regulation  differs  in  numerous 
and  substantial  respects  from  the  May 
1972  proposal,  these  regulations  should 
be  treated  as  entirely  new  and  published 
as  a  proposal  with  a  full  comment  period 
before  their  issuance  in  final  form.  It 
was  further  asserted  that  the  justifica¬ 
tion  in  the  preamble  for  the  procedure 
used  by  PDA,  i.e.,  that  toe  POIA  is  self- 
executing,  even  if  assumed  to  be  a  correct 
statement,  is  not  dispositive  of  toe  pro¬ 
cedural  objections.  Comments  noted  that 
the  preamble  and  regulations  endeavor 
to  interpret  and  reconcile  seemingly  con¬ 
flicting  statutes  and  to  make  substant}v» 
determinations  as  to  what  constitutes 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information.  These  in¬ 
terpretations,  reconciliations,  and  deter¬ 
minations  were  said  to  be  of  such  sig¬ 
nificance  and  were  such  a  substantial 
departure  from  past  practice  that  they 
cannot  be  viewed  as  merely  the  imple¬ 
mentation  of  a  self -executing  statute. 

The  Commissioner  does  not  agree  witli 
toese’  comments.  The  FOI  regulations 
were  promulgated  in  accordance  with  5 
UB.C.  552(a)(1),  to  apprise  toe  public 
of  how  FDA  intended  to  respond  to  the 
congressional  mandate.  The  issuance  of 
toese  detailed  regulations  also  enables 
persons,  in  advance  of  disclosure,  to  de¬ 
termine  whether  documents  that  they 
have  previously  submitted  to  FDA  and 
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believe  to  be  confidential  fall  into  a  dis- 
closable  category  and  to  seek  immediate 
judicial  review  if  they  disagree  with  the 
classifications  of  the  agency.  Many  agen¬ 
cies.  in  implementing  the  FOIA,  have 
issued  regulations  without  affording  any 
time  for  public  comment.  Others  have 
issued  regulations  that  merelj'  parallel 
the  language  of  the  statute,  providing  no 
more  guidance  as  to  the  disclosability  of 
certain  records  that  the  FOIA  itself.  In 
contrast,  FDA  published  in  the  Federal 
Register  a  notice  of  proposed  rule  mak¬ 
ing  with  a  60-day  comment  period.  That 
proposal  and  the  subsequent  final  regu¬ 
lation  contained  a  detailed  statement  of 
how  categories  of  records  in  the  files  of 
the  agency  were  to  be  treated.  The  Com¬ 
missioner  concludes  that  the  procedures 
followed  more  than  met  the  requirements 
of  any  provision  of  the  Administrative 
Procedure  Act  and  were  not  legally 
defective  in  any  respect. 

Moreover,  a  60 -day  comment  period 
was  provid^  after  the  promulgation  of 
the  final  regulation  to  enable  persons  to 
comment  further  on  issues  not  previously 
raised.  The  comments  received  during 
that  60 -day  period  are  the  subject  of  this 
preamble  and  final  regulation.  Any 
asserted  error  in  falling  to  issue  the  De¬ 
cember  1974  publication  as  a  proposal 
was  therefore  corrected  by  providing  this 
additional  time  for  comment.  Thus,  the 
Commissioner  is  confident  that  the  pro¬ 
cedures  followed  in  promulgating  these 
regulations  have  fully  satisfied  all  appli¬ 
cable  procedural  requirements. 

3.  Comments  also  asserted  that  the  re¬ 
quest  in  the  preamble  to  the  December  24, 
1974  final  regulation  that  “comments 
submitted  within  this  additional  period 
should  address  new  issues  and  should  not 
reopen  matters  raised  by  the  initial  pro¬ 
posal  and  fully  discussed  in  this  pream¬ 
ble”  makes  it  impossible  to  delineate 
those  portions  of  the  final  Emulation 
deemed  proper  for  comment  and  that  a 
rule  making  procedure  that  restricts 
comments  to  unspecified  portions  of  the 
regulations  and  preamble  is  procedurally 
defective. 

The  Commissioner  concludes  that 
there  is  nothing  improper  about  request¬ 
ing  comments  on  new  matters  and  dis¬ 
couraging  those  raised  by  the  initial  pro¬ 
posal  and  fully  discussed  in  the  preamble 
to  the  December  24, 1974  final  regulation. 
To  determine  whether  a  matter  had  been 
previously  raised  and  discussed,  persons 
merely  had  to  refer  to  that  preamble.  If 
the  matter  they  desired  to  comment  upon 
was  not  the  subject  of  earlier  comment 
and  was  not  discussed  in  the  preamble,  it 
was  appropriate  to  submit  a  comment 
upon  it. 

Moreover,  many  comments  ignored  the 
Commissioner’s  request  quoted  above  and 
commented  upon  matters  raised  and  ful¬ 
ly  discussed  previously,  sometimes  in  lan¬ 
guage  identical  to  that  used  in  earlier 
comments.  Nonetheless,  these  comments 
have  been  reviewed  by  the  Commissioner 
and,  in  most  instances,  they  are  briefly 
discussed  in  this  preamble.  The  Com¬ 
missioner  therefore  concludes  that  no 
person  was  constrained  from  making  any 
comment  on  any  portion  of  the  final 
regulation. 


RULES  And  regulations 

4.  Comments  contended  that,  to  tlie 
extent  that  the  lengthly  preamble  is 
deemed  by  FDA  to  have  the  effect  of  a 
legal  advisory  opinion  or  to  modify,  limit, 
or  expand  the  meaning  of  the  regulations, 
the  preamble  constitutes  rule  making 
subject  to  the  notice  and  comment  re¬ 
quirements  of  the  Administrative  Proce¬ 
dure  Act  (5  U.S.C.  553). 

The  Commissioner  does  not  agree  with 
these  comments.  The  preamble  is  in¬ 
tended  to  explain  the  regulations  and  has 
the  status  of  an  advisory  opinion.  It  does 
not  modify,  limit,  or  expand  the  meaning 
of  the  regulations.  The  preamble  is  a  dis¬ 
cussion  of  specific  situations  expected 
to  arise  involving  the  application  and  in¬ 
terpretation  of  the  regulations.  The  pre¬ 
amble,  accordingly,  merely  sets  forth  the 
Commissioner’s  interpretation  of  the  reg¬ 
ulations  as  applied  in  specific  situations, 
and  thus  does  not  constitute  rule  making 
subject  to  the  notice  and  comment  re¬ 
quirements  of  the  Administrative  Pro¬ 
cedure  Act. 

5.  A  few  comments  contended  that  the 
determination  of  disclosability  is  not 
amendable  to  quasi-legislative  treatment 
by  regulation  according  to  category  or 
type  of  record.  It  was  argued  that  each 
determination  involves  the  exercise  of  the 
adjudicative  fimction  of  the  agency  and 
must  be  evaluated  on  its  own  merits  in  a 
proceeding  affording  not  only  notice,  but 
opportvmity  for  hearing  and  the  presen¬ 
tation  of  comment  by  persons  who  might 
be  affected  by  disclosure. 

The  Commissioner  advises  that  the  re¬ 
quirements  imposed  by  this  comment  be¬ 
fore  agency  disclosure  of  any  record 
within  its  files  are  inconsistent  with  the 
mandate  of  the  FOIA  and  would  frus¬ 
trate  the  implementation  of  that  act  by 
the  agency.  This  point  has  been  recog¬ 
nized  by  the  United  States  District  Court 
for  the  District  of  Columbia  in  Pharma¬ 
ceutical  Manufacturers  Association  v. 
Weinberger.  401  F.  Supp.  444,  (DID.C. 
1975),  subsequent  opinion,  411  F.  Supp. 
576,  579  (D.D.C.  1976),  where  the  court 
noted. 

Broad,  categorical  regulations  are  therefore 
imperative.  Ad  hoc  inqviirles  or  item  by  item 
consultations  would  not  only  be  impractical 
but  also  undercut  the  open  disclosure  policy 
of  the  FOIA  and  the  FDA  regulations. 

'The  Commissioner  therefore  rejects 
this  comment. 

6.  Comments  con^ded  that  the  final 
regulation  of  December  24,  1974,  does 
not  comply  with  Executive  Order  11821, 
issued  November  27,  1974,  requiring  a 
statement  certifying  that  the  inflation¬ 
ary  impact  of  all  major  legislative  pro¬ 
posals,  regulations,  and  rules  emanating 
from  the  executive  branch  of  the  Fed- 
ei*al  Government  has  been  considered. 

The  Commissioner  notes  that  FDA  is 
required  by  law  to  implement  the  FOIA, 
a  fact  not  altered  by  the  Executive  Or¬ 
der.  These  regulations  are  intended  to 
implement  the  act  and  to  provide  guid¬ 
ance  on  the  manner  in  which  various 
types  of  documents  w'ill  be  handled  by 
the  agency.  Records  available  under  a 
specific  section  of  the  regulations  would, 
in  most  instances,  also  be  available 
whether  or  not  FDA  determined  to  issue 
detailed  regulations.  Accordingly,  the 
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Commissioner  concludes  that  Executive 
Order  11821  is  not  applicable  to  these 
public  information  regulations.  More¬ 
over,  the  Commissioner  is  unable  to  dis¬ 
cern,  nor  did  any  comments  identify,  any 
inflationaiT  impact  that  these  regula¬ 
tions  could  have. 

Section  305  Hearing  Records 

7.  Several  comments  objected  to  the 
availability  for  public  disclosure  of  in¬ 
formation  contained  in  the  file  relating 
to  a  section  305  hearing  (an  informal 
hearing  held  prior  to  institution  of  crim¬ 
inal  proceedings,  provided  for  by  (sec¬ 
tion  305  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  355) )  after  the 
file  is  closed  or  the  statute  of  limitations 
has  run,  w’hichever  occurs  first.  The 
comments  objected  sharply  to  the  avail¬ 
ability  for  public  disclosure  of  records 
pertaining  to  an  individual  considered 
for  prosecution,  but  not  prosecuted,  and 
to  the  release  of  cwnpany  and  product 
names.  It  was  argued  that  no  useful  reg¬ 
ulatory  purpKise  would  be  served  by  such 
disclosures,  and  that  disclosure  of  com¬ 
pany  and  product  names  may  deprive 
persons  of  their  right  to  a  fair  trial  in 
matters  not  involving  FDA.  The  asser¬ 
tion  was  also  repeated  that  disclosure  of 
cwnpany  and  product  names  would  sub¬ 
ject  the  company  to  an  “onslaught  of 
adverse  publicity.”  Comments  also  as¬ 
serted  that  the  release  of  section  305 
hearing  records  constitutes  an  unwar¬ 
ranted  invasion  of  privacy. 

The  Commissioner  has,  in  paragraph 
16  of  the  preamble  to  the  December  24, 
1974  final  regulation,  previously  con¬ 
cluded  that  Congress  has  determined 
that  the  right  of  the  public  to  this  type 
of  information  in  government  files  out¬ 
weighs  any  potential  harm  caused  by  the 
release  of  such  information.  It  is  only 
through  the  release  of  section  305  hear¬ 
ing  records  after  the  matter  is  closed 
that  the  exercise  of  prosecutorial  dis¬ 
cretion  by  FDA  and  the  Department  of 
Justice  may  be  subject  to  scrutiny  and 
public  accountability.  This  is  particu¬ 
larly  true  when  prosecution  is  not  rec¬ 
ommended  or  is  recommended  but  not 
instituted.  Furthermore,  the  names  and 
other  information  that  would  identify 
individuals  are  deleted  before  disclosure 
except  when  the  Commissioner  concludes 
that  there  is  a  compelling  public  inter¬ 
est  in  the  disclosure  of  the  names.  The 
privacy  rights  of  individuals  will,  ac¬ 
cordingly,  be  protected. 

The  Commissioner  concludes  that  the 
possibility  that  the  release  of  section 
305  hearing  records  will  interfere  with 
any  person’s  right  to  a  fair  trial  or  im¬ 
partial  adjudication  in  matters  not  in¬ 
volving  FDA  is  too  remote  and  specula¬ 
tive  to  justify  nondisclosure  of  those 
records.  F’inally,  the  possibility  of  ad¬ 
verse  publicity  stemming  from  the  re¬ 
lease  of  records  such  as  section  305 
hearing  records  without  the  deletion  of 
company  or  product  names  was  con¬ 
sidered  by  Congress  and,  absent  any 
provision  in  the  FOIA  for  the  deletion 
of  such  names,  must  be  deemed  to  be 
outweighed,  in  the  judgment  of  Con¬ 
gress,  by  the  public’s  right  to  the  Infor- 
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mation.  The  Commissioner  has  previ¬ 
ously  concluded  that  the  protection  of 
privacy  afforded  by  the  Constitution  and 
the  sixth  exemption  of  the  POIA  (5 
I7.S.C.  552(b)(6))  extends  only  to  indi¬ 
viduals.  The  recently  enacted  Privacy 
Act  (5  U.S.C.  552a)  also  protects  only 
the  privacy  rights  of  individuals. 

8.  A  seeming  anomaly  was  also  noted, 
in  that  paragraph  18  of  the  preamble  to 
the  December  24,  1974  final  regulation 
provides  that  if  records  relating  to  a 
closed  section  305  hearing  for  a  specific 
individual  are  requested  by  name,  they 
win  be  released  only  after  deletion  of  the 
names  and  any  information  that  would 
identify  the  individual. 

The  Conunissioner  advises  that  the 
names  and  identifying  details  are  deleted 
from  section  305  hearing  records  re¬ 
quested  by  name  to  protect  against  indis¬ 
criminate  subsequent  disclosures.  The  re¬ 
questing  party  enviously  knows  the  name 
(tf  the  person,  but  deletion  minimizes  the 
possibility  of  additlcmal  widespread  pub¬ 
licity.  Accordingly,  section  305  hearing 
records  will  be  released  <mly  after  the 
names  and  identifying  information  are 
deleted. 

9.  Several  comments  objected  to  the 
provislcm  in  §  1.6(c)(4)  (21  CPR  1.6(c) 
(4) )  for  the  release  of  section  305  hear¬ 
ing  records  respecting  possible  criminal 
prosecution  of  individuals  without  de¬ 
leting  the  names  and  identifying  infor¬ 
mation  when  the  Commissions  deter¬ 
mines  that  there  is  a  “compelling  public 
interest”  to  do  so.  The  contention  was 
made  that  such  discretionary  disclosure 
exceeds  the  authority  of  the  Commis¬ 
sioner  imder  the  FOIA  and,  without 
guidelines  for  such  discretionary  disclo¬ 
sure,  the  release  of  section  305  hearing 
records  relating  to  possible  criminal  ac¬ 
tion  without  first  deleting  the  names  and 
Idttitifying  information  would  be  unrea¬ 
sonable  and  arbitrary.  One  comment 
suggested  that  the  written  consent  of  the 
individual  who  was  the  subject  of  the 
investigation  be  obtained  bef(»e  the  re¬ 
lease  of  any  names  or  ldentif3rlng  infor- 
matkm. 

The  Commissioner  advises  that  disclo¬ 
sure  of  section  305  hearing  records  re¬ 
specting  possible  criminal  prosecution 
with  the  names  and  identifying  details 
intact  may,  depending  on  the  particular 
circiunstances,  be  completely  consistent 
with  the  POIA  and  the  Privacy  Act.  If 
the  public’s  interest  in  disclosure  is  in¬ 
deed  “compelling,”  the  benefits  in  disclo¬ 
sure  outweigh  any  infringement  of  per¬ 
sonal  privacy.  In  applying  5  U.S.C.  552 
(b)  (6) ,  the  courts  have  required  that 
the  benefits  from  disclosure  be  weighed 
against  any  possible  infringement  of  per¬ 
sonal  privacy.  The  determination  that  a 
“compelling  public  interest”  exists  that 
warrants  release  of  the  names  and  iden- 
tifsdng  Information  pertaining  to  indi¬ 
viduals  considered  for  prosecution  will 
be  made  in  accordance  with  traditional 
criteria  for  such  determinations,  and 
after  due  consideration  of  those  factors 
listed  in  :  4.82  (21  CFR  4.82)  of  the  final 
regulaticm. 

The  CtmunisslonCT  rejects  the  sugges¬ 
tion  that  the  written  consmt  of  the  in¬ 


dividual  who  was  the  subject  of  the 
investigation  be  obtained  before  the  re¬ 
lease  of  names  or  idaitifying  informa¬ 
tion.  The  ultimate  responsibility  for 
compliance  with  the  POIA  by  PDA  rests 
with  the  Commissioner.  There  is  no  re¬ 
quirement  in  the  FX>IA  that  the  consent 
of  individuals  be  obtained  before  the 
release  of  disclosable  Information.  When 
the  Commissioner  concludes  that  there 
is  a  compelling  public  interest  warrant¬ 
ing  release  of  names  or  identifying  infor¬ 
mation,  the  records  will  be  released 
without  deletions  whether  or  not  consent 
is  given  by  the  individual  who  was  the 
subject  of  the  investigation. 

Official  Records  and  Information 

10.  Questions  have  arisen  as  to 
whether  the  phrase,  “testimony  before 
any  tribunal,”  as  used  in  §4.1(a>  (21 
CTR  4.1(a) )  of  the  final  regulations  in¬ 
cludes  committees  of  Congress. 

The  Commissioner  advises  that  §  4.1 
was  first  published  in  the  Federal  Regis¬ 
ter  of  December  20,  1955  (20  FR  9554). 
It  was  designed  to  prevent  the  subpoena 
of  agency  ofiScials  in  private  litigation 
and  similar  matters.  The  phrase  “testi¬ 
mony  before  any  tribunal”  has  not  been, 
is  not  intended  to  be,  and  will  not  be 
Interpreted  to  include  committees  or 
subcommittees  of  Congress. 

11.  One  comment  contended  that  FDA 
employees  should  be  free  to  give  testi¬ 
mony  without  first  securing  the  permis¬ 
sion  of  the  Commissioner  because  the 
public  is  entitled  to  information  from 
FDA  employees  which  is  not  filtered 
through  the  Commissioner. 

The  Commissioner  regards  this  sug¬ 
gestion  as  impractical  and  contrary  to 
the  public  interest.  The  Food  and  Eirug 
Administration  now  receives  a  very  large 
number  of  requests  for  agency  employ¬ 
ees  to  testify  in  private  litigation  and 
other  matters  in  which  FDA  is  not  a 
party.  Were  agency  employees  free,  or 
required,  to  testify  in  private  litigation 
whenever  requested,  the  regulatory  ac¬ 
tivities  of  the  agency  couM  be  severely 
disrupted.  The  agency  could  not  ade¬ 
quately  function  if  its  6,500  employees 
were  constantly  preparing  for  and  giv¬ 
ing  testlmOTiy  in  private  litigation.  Sec¬ 
tion  4.1  is  therefore  necessary  for  .the 
agency  to  fulfill  its  primary  regulatory 
responsibilities. 

Uniform  Access  to  Records- 

12.  One  comment  requested  that  dis¬ 
closure  of  drug  experience  reports  sub¬ 
mitted  by  physicians  and  hospitals 
restricted  to  health  care  professionals 
and  institutions  on  the  grounds  that  the 
general  public  does  not  possess  sufficient 
expertise  to  interpret  the  significance  of 
such  reports  and  that  release,  iq>on  re¬ 
quest,  to  any  member  of  the  public  would 
result  in  undue  public  alarm  and  im- 
justlfied  concern  by  individuals  imder 
medication. 

The  Commissioner  has  previously  ad¬ 
vised,  in  paragraph  31  of  the  preamble 
to  the  December  1974  final  regulation, 
that,  if  any  informatkm  is  available  to 
Mie  member  of  the  public,  it  must  be 


available  to  all.  Under  the  FOIA,  the 
disclosure  of  Information  does  not  de¬ 
pend  ordinarily  on  the  requestor’s  inter¬ 
est  in  or  ability  to  understand  the  in- 
formatiMi  sought. 

Partial  Disclosure  of  Records 

13.  A  comment  suggested  that,  when¬ 
ever  FDA  determines  that  a  document 
contains  both  disclosable  and  nondis- 
closable  material,  the  agency  should 
consult  with  the  submitter  of  the  docu¬ 
ment  before  any  release  to  determine  the 
extent  to  which  the  disclosable  mate¬ 
rial  may  be  segregated  from  the  nondis- 
closable.  It  was  argued  that  consulta¬ 
tion  is  especially  necessary  when  the  re¬ 
quested  document  is  technical  because 
the  expertise  necessary  to  identify  non- 
disclosable  material  is  likely  to  be  pos¬ 
sessed  only  by  the  submitter. 

The  Commissioner  concludes,  and  has 
previously  stated,  that  the  submitting 
person,  and  possibly  other  affected  per¬ 
sons,  will  be  consulted  only  if  there 
exists  a  close  question  of  the  confiden¬ 
tiality  of  the  requested  records.  If  a  close 
question  exists,  because  of  the  inter¬ 
mingling  of  disclosable  and  non  disclos- 
sable  information,  be  it  technical  or 
otherwise,  consultation  will  occur.  The 
mere  fact  that  disclosable  and  nondis- 
closable  information  is  contained  in  a 
single  document,  as  is  often  the  case, 
does  not  warrant  automatic  consulta¬ 
tion.  If  the  information  contained  in  the 
document  is  of  such  a  nature  that  the 
disclosable  information  cannot  be  rea¬ 
sonably  separated  frmn  the  nondisclosa- 
ble  information  by  FDA  without  the 
benefit  of  additional  information,  this 
would  constitute  a  close  questimi. 

14.  Several  comments  asserted  that  the 
application  of  these  regulations  to  mate¬ 
rial  in  FDA  files  submitted  in  (»>nfidence 
before  the  effective  date  of  the  final  reg¬ 
ulations  is  a  retroactive  application  of 
the  regulations  that  constitutes  a  denial 
of  administrative  due  process  to  the  sub¬ 
mitters  of  such  material  unless  notice  is 
given  to  the  submitter  in  advance  of  pub¬ 
lic  disclosure  of  a  particular  item. 

The  Commissioner  advises  that  Con¬ 
gress  intended  in  enacting  the  POIA  to 
reverse  the  disclosure  policies  of  FWeral 
agencies  to  make  disclosure  the  rule  and 
nondisclosure  the  exception.  Congress 
did  not  distinguish  between  information 
submitted  before  the  FOIA  was  passed 
and  that  submitted  after  passage.  F\ir- 
thermore,  information  that  is  not  other¬ 
wise  exempt  under  one  of  the  nine  ex¬ 
emptions  of  FOIA  cannot  be  made  ex¬ 
empt  on  the  basis  of  a  “pledge  of  con¬ 
fidentiality.”  Petkas  V.  Stoats,  501  P.  2d 
887,  889  (D.C.  Cir.  1974;  Charles  River 
Park  A  Inc.  v.  HVD,  519  P.  2d  935,  <D.C 
Cir.  1975).  The  amilication  of  the  final 
regulations  to  all  records  in  FDA  files, 
regardless  of  when  submitted,  has  been 
squarely  upheld  in  Pharmaceutical  Man¬ 
ufacturers  Association  v.  Weinberger, 
401  F.  Supp.  441  (D.D.C.  1975),  sub¬ 
sequent  opinion,  411  P.  Supp.  576,  580 
(DD.C.  1976) .  The  question  of  notice  to 
the  submitter  before  disclosure  was  also 
an  issue  in  that  case  and  is  discussed  in 
paragraph  37  below. 
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Prohibition  on  Withdrawal  of  Records 
From  Food  and  Drug  Administration 
Files 

15.  A  few  comments  contended  that 
information  previously  submitted  to 
FDA  on  a  volimtary  basis  should  be  per¬ 
mitted  to  be  withdrawn  from  agency 
files.  It  was  argued  that  §  4.29  (21  CFR 
4.29)  is  based  on  an  erroneous  assump¬ 
tion  that  some  form  of  property  right 
passes  to  the  government  whenever  a 
private  F>arty  submits  trade  secret  or 
confidential  commercial  or  financial  in¬ 
formation  to  it.  The  comments  con¬ 
cluded  that,  because  no  property  right 
does  in  fact  pass  to  the  government,  sub¬ 
mitters  of  material  should  be  permitted 
to  withdraw  the  records  under  certain 
circumstances,  e.g.,  when  a  product  is 
finally  abandoned. 

The  Commissioner  advises  that  under 
no  circmnstances  will  documents  sub¬ 
mitted  to  FDA  and  thereafter  made  part 
of  agency  files  be  returned  to  the  sub¬ 
mitting  person.  The  Food  and  Drug  Ad¬ 
ministration  does  not  maintain  that  the 
goi'emment  acquires  any  property  right 
in  data  and  information  submitted  to  it. 
That  does  not  mean,  however,  that  per¬ 
sons  are  entitled  to  withdraw  material 
received  by  FDA  in  furtherance  of  its 
regulatory  responsibilities  from  agency 
files.  Once  such  material  becomes  a  pcut 
of  agency  files  it  may  be  used  at  any 
time  and  in  any  reasonable  way  to  sup¬ 
port  appropriate  regulatory  action  by 
the  Commissioner. 

Permanent  F^e  of  Requests  for  PDA 
Records 

16.  One  comment  requested  that  S  4.31 
(21  CFR  4.31)  be  revised  to  refiect  the 
fact  that  the  permanent  file  of  FOIA 
requests  and  responses  (the  “public 
log’’)  did  not  exist  imtil  January  1,  1975. 

The  Commissioner  notes  that  the  1974 
amendments  to  the  FOIA  require  all 
agencies  to  file  an  annual  report  with 
Congress  on  the  administration  of  the 
act.  The  public  log  enables  FDA  to  com¬ 
pile  the  data  necessary  to  comply  with 
that  requirement.  Thus,  although  the 
May  5,  1972  proposal  did  not  contain  a 
requirement  that  a  public  log  be  main¬ 
tained,  §  4.1  was  added  to  the  final  regu¬ 
lations  to  assist  FDA  to  comply  with  the 
1974  FDIA  amendments.  The  public  log 
of  all  requests  and  responses  has  been 
maintained,  and  all  requests  numbered 
sequentially  since  January  23,  1975.  The 
Commissioner  sees  no  need  to  revise 
§  4.31  to  state  when  the  log  began. 

17.  One  comment  suggested  that,  in 
addition  to  the  permanent  file  of  FDIA 
requests  and  responses,  FDA  maintain  a 
topical  index  of  those  requests  and  re¬ 
sponses. 

The  Commissioner  concludes  that  it  is 
not  possible  for  FDA  to  index  all  FDIA 
requests  and  responses  in  light  of  the 
enormous  number  of  requests  received  by 
the  agency.  The  administrative  burden 
that  would  be  borne  if  the  agency  under¬ 
took  to  develop  and  maintain  such  an 
index  would  greatly  overtax  the  person¬ 
nel  available  to  handle  FOIA  matters. 


18.  Section  4.40(c)  (21  CFR  4.40(c)) 
has  bear  revised  to  refiect  the  fact  that 
the  public  log  maintained  by  the  Public 
Records  and  Documents  Center  of  FDA 
does  not  contain  the  time  a  request  is  re¬ 
ceived.  the  address  oi  the  person  making 
the  request,  the  number  of  staff  hours 
and  grrade  levels  of  persons  who  spent 
time  responding  to  the  request,  or  the 
payment  requested  and  received.  The 
Commissioner  advises  that  these  items 
have  not  been  maintained  on  the  public 
log  because  experience  has  demonstrated 
that  the  time  required  to  collect  and 
record  the  information  is  not  justified  by 
any  possible  benefit  from  having  the  in¬ 
formation  available  for  each  logged  re¬ 
quest.  Furthermore,  the  address  of  the 
person  making  the  request  and  the  pay¬ 
ment  requested  and  received  are  readily 
ascertamable  from  other  sources,  such  as 
the  actual  file  containing  the  request  and 
any  correspondence  from  FDA  concern¬ 
ing  the  request. 

Procedures  and  F^es 

19.  One  comment  contended  that  pro- 
vlsicm  should  be  made  for  the  reduction 
of  the  fee  whenever  the  fee  is  “excessive” 
due  to  inefficiencies  within  FDA,  such  as 
in  recordkeepmg  procedures. 

The  Commissioner  advises  that  a 
blanket  rule  providing  for  the  reduction 
of  excessive  fees  due  to  inefficiencies 
within  FDA  would  be  inappropriate. 
However,  such  inefficiencies  will  be  taken 
into  consideration  as  one  factor  in  de¬ 
termining  whether  a  request  for  a  reduc¬ 
tion  in  the  fee  should  be  granted.  The 
Commissioner  notes,  m  passing,  that 
some  of  the  FDI  requests  received  by  the 
agency  are  frinn  companies  that  have 
previously  submitted  toe  documents  to 
the  agency  and  are  not  able  to  locate  a 
copy  in  their  own  files. 

20.  Experience  in  recent  months  has 
shown  that  a  number  of  persons  and  or¬ 
ganizations  make  requests  on  a  frequent 
and  regular  basis  for  certain  agency  rec¬ 
ords,  such  as,  the  public  log  containing 
all  FDI  requests  and  FDA  responses.  The 
fee  for  providing  those  records  does  not 
generally  exceed  $5.00  and,  accordingly, 
they  have  often  been  provided  free  of 
charge. 

The  Commissioner  advises  that,  in  ac¬ 
cordance  with  §  4.43(a)  (1)  (21  CFR  4.43 
(a>  (1) ) ,  FDA  will  aggregate  the  costs  for 
such  regular  requests  made  by  toe  same 
person  or  organization  or  related  persons 
or  organizations  on  a  monthly  basis  in 
order  that  such  persons  or  organizations 
may  appropriately  bear  the  cost  of  copy¬ 
ing.  which  is  now  often  borne  by  FDA. 

Additionally,  experience  in  recent 
months  has  shown  that  a  number  of  per¬ 
sons  and  organizations,  primarily  the 
numerous  organizations  that  file  requests 
for  records  with  FDA  on  behalf  of  their 
clients,  make  numerous  requests  for  the 
identical  records,  presumably  to  enable 
than  to  provide  them  to  different  clients. 
This  practice  of  making  several  requests 
for  toe  identical  records  has  generated  a 
substantial  number  of  so-called  “third- 
party”  requests,  i.e.,  requests  seeking  the 


records  disclosed  in  response  to  a  previ¬ 
ous  request.  In  fiscal  year  1976  nearly 
one-quarter  of  all  requests  received  by 
FDA  were  for  records  previously  disclosed 
in  response  to  an  earlier  request.  A  sub¬ 
stantial  portion  of  those  requests  was  for 
records  previously  disclosed  to  toe  same 
requestor.  Quite  obviously,  these  third- 
IMirty  requests  have  added  significantly  to 
toe  FDI  workload  of  FDA. 

The  Commissioner  concludes  that  toe 
FDIA  does  not  require  that  FDA  provide 
two,  three,  and  sometimes  more  sets  of 
identical  records  to  toe  same  persons 
and  organizations.  This  practice  has  sig¬ 
nificantly  taxed  available  agency  re¬ 
sources  for  responding  to  FDI  requests, 
sometimes  causing  delays  in  resp)onding, 
and  resulting  in  FDA  and  the  taxpayers 
subsidizing  toe  profitmaking  activities 
of  the  organizations  making  the  third- 
party  requests.  Accordingly,  the  Com¬ 
missioner  advises  that,  except  in  unusual 
circumstances,  FDA  will  not  provide 
more  than  one  copy  of  requested  records 
to  the  same  requesting  person  or  organi¬ 
zation. 

21.  One  comment  suggested  that  those 
employees  of  FDA  responsible  for  dis¬ 
closing  records  in  response  to  sm  FDI 
request  be  identified  on  the  determina¬ 
tion  letter  in  toe  same  manner  that  those 
who  are  responsible  for  denying  records 
are  identified.  To  do  otherwise,  it  was 
argued,  is  to  subtly  coerce  employees 
into  granting  requests  rather  than  be 
identified  as  responsible  for  a  denial. 

The  Commissioner  advises  that  5 
U.S.C.  552(a)(6)(C),  a  provision  of  the 
1974  amendments  to  the  FDIA.  requires 
that  any  letter  of  determination  denying 
a  request  for  records  identify  by  name 
and  title  or  position  those  persons  re¬ 
sponsible  for  the  denial.  The  Commis¬ 
sioner  rejects  the  suggestion  that  FDA 
employees  will  be  coerced  into  granting 
requests  rather  than  be  identified  as 
responsible  for  a  denial. 

The  Commissioner  concludes  that  it 
would  be  unnecessarily  burdensome  for 
letters  of  determination  granting  re¬ 
quests  to  contain  the  names  and  titles 
or  positions  of  employees  responsible  for 
granting  the  request,  and  that  no  useful 
public  interest  w’ould  be  served. 

Disclosure  of  Documents  in  the  Office 
OF  THE  Hearing  Clerk 

22.  Questions  have  arisen  as  to  whether 
^requests  made  in  person  to  review,  and 
in  many  instances  copy,  documents  on 
file  in  the  office  of  the  FDA  Hearing 
Clerk  must  be  handled  in  accordance 
with  all  the  provisions  of  the  regulations, 
or  whether  an  expedited  procedure  is 
feasible. 

The  Commissioner  concludes  that  be¬ 
cause  virtually  all  documents  on  file 
with  the  Hearing  Clerk  are  clearly  dis- 
closable  to  any  member  of  the  public, 
and  because  large  numbers  of  persons 
make  requests  to  review  and  copy  such 
documents,  it  is  appropriate  to  facilitate 
such  review  and  copying  by  providing  an 
expedited  procedure  applicable  solely  to 
material  on  file  in  that  office.  According- 
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ly,  requests  made  in  person  to  view  or 
copy  documents  on  file  with  the  Hear¬ 
ing  Clerk  will  continue  to  be  responded 
to  by  the  staff  of  the  Hearing  Clerk  as 
rapidly  as  possible.  The  requestor  will 
need  merely  to  fill  out  a  one-page  form 
available  in  the  office  of  the  Hearing 
Clerk  in  order  that  PDA  may  maintain 
accurate  records  of  all  FOI  requests.  The 
fee  schedule  applicable  to  records  ob¬ 
tained  from  the  Public  Records  and  Doc¬ 
uments  Center  will  apply  to  records  ob¬ 
tained  from  the  FDA  Hearing  Clerk. 

Requests  for  material  in  the  office  of 
the  Hearing  Clerk  not  made  in  person 
shall  continue  to  be  treated  in  the  same 
manner  as  all  other  FOI  requests  and 
must  be  sent  to  the  Public  R^ords  and 
Documents  Center  (HPC-18)  pursuant 
to  S  4.30  (21CFR4.30). 

Filing  a  Request  for  Records 

23.  Suggestions  have  been  made  that 
the  regulations  include  a  provision  to  en¬ 
courage  requestors  to  identify  FOI  re¬ 
quests  by  marking  both  the  envelope 
containing  the  request  and  the  request 
Itself  with  the  phrase  “FOI  Request.” 

The  Commissioner  concludes  that  the 
suggestion  is  worthwhile  and  should  be 
adopted.  It  is  emphasized,  however,  that 
requestors  are  only  encouraged,  not  re¬ 
quired,  to  identify  their  requests  with 
the  phrase  “FOI  Request.”  Those  so 
identified  will  simply  be  more  readUy 
identified  as  FOI  requests.  A  new  sen¬ 
tence  is  added  to  S  4.40(a)  (21  CFR  4.40 
(a))  to  state  this  policy. 

24.  One  comment  asserted  that  the 
provision  in  $4.41  (21  CFR  4.41)  that 
records  will  be  provided  “as  soon  as 
possible”  leads  to  misunderstandings  be¬ 
tween  FDA  and  the  public.  This  occurs, 
according  to  the  cmnment,  because  the 
phrase  Is  imdefined  and  does  not  have 
the  urgency  of  either  the  FOIA  or  para¬ 
graph  45  of  the  preamble  to  the  De¬ 
cember  1974  final  regulatkm,  both  of 
which  state  that  records  shall  be  made 
“pr(»nptly  available.**  Hie  comment 
recommended  amending  the  regulations 
to  require  that  determination  letters  in¬ 
clude  an  estimate  of  the  date  on  which 
the  records  will  be  available. 

The  Commissioner  advises  that  the 
phrase  “as  soon  as  possible”  is  intended 
to  convey  the  same  urgency  as  “promptly 
available.”  Insofar  as  possible,  records 
are  sent  to  requestors  immediately  upon 
receipt  of  payment.  The  sheer  volume 
of  requests  received  by  FDA  does,  on 
occasion,  result  in  unavoidable  delay  in 
providing  records.  The  Commissioner  Is 
confident  that  additional  personnel  and 
streamlined  internal  proc^ures  will  re¬ 
duce  those  delays  to  an  absolute  mini¬ 
mum.  The  Commissioner  also  concludes 
that  while  every  effort  is  made  to  make 
records  available  Immediately,  it  is  not 
feasible  and  would  be  unnecessarily 
time-consuming  to  Include  an  estimate 
of  the  date  on  which  records  will  be  pro¬ 
vided  in  each  determination  letter. 

Time  LiMiTATior:s 

25.  Comments  expressed  concern  that, 
in  an  effort  to  make  a  determination 
on  aU  FOI  requests  within  10  working 


days,  FDA  regulatory  responsibilities  will 
suffer.  It  was  suggested  that  determi¬ 
nations  on  requests  be  made  “within  a 
reasonable  time  period”  and  that  a  spe¬ 
cial  staff  be  created  within  FDA  to  han¬ 
dle  all  FOI  requests  so  that  other  em¬ 
ployees  are  not  diverted  from  normal 
regulatory  responsibilities. 

The  Commissioner  advises  that  the 
recent  amendments  to  the  FOIA  require 
that  determinations  on  requests  be  made 
within  10  working  days  of  receipt  of  the 
request.  The  Food  and  Drug  Administra¬ 
tion  intends  to  comply  with  that  con¬ 
gressional  mandate.  Documents  for 
which  requests  have  been  granted  will  be 
sent  to  the  requestor  as  soon  as  possible 
thereafter. 

The  Commissioner  advises  that  each 
major  organizational  component  within 
FDA  has  specially  trained  FOI  officers 
who  handle  most  requests.  Additionally, 
a  staff  manual  guide  has  been  prepared 
that  explains  the  responsibilities  of  each 
agency  employee  under  the  FOIA.  Con¬ 
sequently.  although  all  agency  employ¬ 
ees  may  be  called  upon  to  assist  in  carry¬ 
ing  out  the  mandate  of  the  FOIA.  most 
day-to-day  responsibilities  have  been  as¬ 
signed  to  the  specially  trained  FOI 
officers. 

Fees 

26.  The  fees  set  out  in  the  Decem¬ 
ber  24,  1974  final  regulaticm  were  based 
primarily  on  the  fees  established  by  the 
Department  of  Justice  in  28  CTR  16.9, 
because  the  Department  of  Justice  has 
the  lead  responsibility  for  implementa¬ 
tion  of  the  FOIA.  In  the  Federal  Regis¬ 
ter  of  January  13.  1975  (40  FR  2443), 
the  Department  of  Justice  revised  its  fee 
schedule  to  reflect  actual  costs  of  $4.00 
per  hour  for  clerical  search  time  and 
$8.00  per  hour  for  search  time  by  non- 
clerical  personneL  In  the  Federal  Reg¬ 
ister  of  May  1.  1975  (40  FR  18997).  the 
Department  of  Health.  Educatkm,  and 
Welfare  (HEW)  revised  Its  fee  schedule 
to  include  a  flat  charge  of  $3.00  per  hour 
for  search  time  by  both  nonclerical  and 
clerical  personnel,  which  represents  a 
charge  substantially  below  actual  cost 
to  the  government. 

The  Commissioner  concluded  that  to 
achieve  uniformity  of  fees  within  HEW. 
the  fee  schedule  adopted  by  HEW  should 
be  incorporated  in  1 4.42  (21  CFR 

4.42),  which  is  revised  accordingly.  The 
fee  schedule  has  been  followed  by  FDA 
for  well  over  a  srear. 

The  Commissioner  notes,  however, 
thaty^e  HEW  fee  schedule  results  in 
charges  substantially  below  cost  to  the 
government  and  thus  results  in  some 
taxpayers  subsidiang  the  public  infor¬ 
mation  requests  of  other  taxpayers.  This 
subsi^  is  es{»ecially  inequitable  when 
one  considers  that  86  percmt  of  the 
FOI  requests  received  by  FDA  are  frmn 
corporations,  FOI  service  companies, 
and  private  attorneys — groups  best  able 
to  bear  the  cost  of  obtaining  records 
from  FDA.  The  taxpayers  are  thus  sub¬ 
sidizing  the  “industrial  espionage”  en¬ 
gaged  in  by  many  commercial  organiza¬ 
tions  who  use  the  FOIA  to  obtain  infor¬ 
mation  about  their  competitors.  The 
HEW  fee  schedule  also  means  that 


agency  personnel  who  would  otherwise 
be  engaged  in  regulatory  activities  are 
instead  spending  their  time  responding 
to  FOI  requests  without  the  government 
being  reimbursed  ftn*  the  actual  cost  of 
the  time  spent  locating  requested  records. 

The  Commissioner  has  beoi  closely 
monitoring  the  results  of  the  HEW  fee 
schedule  and  concludes  that  the  cir¬ 
cumstances  warrant  an  Increase  in  the 
fee  schedule  to  reflect  actual  costs  to  the 
government.  The  Commissioner  has  ini¬ 
tiated  discussions  with  the  appropriate 
officials  in  HEW  regarding  the  fee  sched¬ 
ule  and  anticipates  that  the  FDA  fee 
schedule  will  soon  be  revised  to  reflect 
the  actual  costs  incvurred  by  the  agency  in 
searching  for  requested  records.  A  new 
fee  schedule  reflecting  actual  costs  to 
the  government,  coupled  with  the  lib¬ 
eralization  of  the  FDA  policy  on  waiver 
or  reduction  of  fees  discussed  elsewhere 
in  this  preamble,  will  be  more  equitable 
and  fully  in  agreement  with  the  policy 
in  the  FOIA  providing  for  charging  fees 
and  for  waiver  or  reduction  of  those  fees 
when  that  is  in  the  public  interest. 

Waiver  of  Fees 

27.  Experience  in  recent  months  sug¬ 
gests  that  there  may  be  some  confusion 
amcmg  both  the  public  and  agency  em¬ 
ployees  about  the  FDA  policy  on  waiver 
or  reduction  of  fees  under  $  4.43  (21  CTR 
4.43) .  The  Commissioner  is  restating  the 
agency’s  policy  to  avoid  further  con¬ 
fusion. 

Section  4.43  establishes  two  distinct 
bases  for  obtaining  waiver  or  reduction 
of  fees:  paragraph  (b)  of  the  section 
provides  that  the  fees  may  be  waived  if 
the  person  making  the  request  is:  (1) 
indigent  and  (2)  the  disclosure  has  a 
“strong  public  interest  Justification.” 
Paragraph  (c)  of  the  section,  on  the 
other  hand,  provides  that  the  fees  may 
be  waived  or  reduced  when  the  waiv»  or 
reduction  is  in  the  public  Interest  “be¬ 
cause  furnishing  the  Information  can  be 
considered  primarily  as  benefiting  the 
general  public.”  No  showing  of  indigency 
is  required  for  a  waiver  or  reduction  of 
fees  imder  §  4.43(c).  To  obtain  consider¬ 
ation  of  a  request  for  waiver  or  reduc¬ 
tion  imder  paragraph  (c),  however,  the 
request  must  be  accompanied  by  a  state¬ 
ment  of  the  intended  purpose  to  which 
the  requested  information  will  be  put. 
This  statement  enables  FDA  to  determine 
whether  the  intended  use  will  benefit 
the  public  generally. 

The  Commissioner  emphasizes  that 
narrow  and  specific  requests  for  records 
are  much  more  likely  to  meet  the  stand¬ 
ard  in  paragraph  (c)  than  requests  that 
are  vague  and  open-ended.  Similarly, 
requests  for  documents  intended  to  1^ 
used  in  connection  with  administrative 
proceedings  before  FDA,  egr.,  formal 
evidentiary  hearings,  are  more  likely  to 
satisfy  the  standard  than  requests  for 
documents  that  do  not  relate  to  a  pend¬ 
ing  or  potential  formal  or  informal  ad¬ 
ministrative  proceeding.  For  example, 
two  public  interest  organizations  that 
desired  to  parUchutte  in  the  hearing  on 
the  withdrawal  of  the  new  animal  drug 
approvals  (NADA’s)  for  diethylstilbes- 
trol  (DES)  sought  and  obtained  waiver 
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of  fees  in  connection  uith  their  requests 
for  copies  of  the  requests  for  hearing 
filed  by  various  holders  of  miproved 
KADA’s  for  DES.  On  the  other  hand, 
PDA  frequently  receives  and  denies  re¬ 
quests  for  waiver  of  fees  in  connection 
with  general  requests  for  agency  records 
from  public  interest  groups  where  the 
sole  basis  for  the  waiver  is  that  the  re- 
qu«!t  for  waiver  of  fees  in  connection 
iimited  resources  of  the  agency  do  not 
permit  PDA  to  routinely  provide  records 
free  of  charge  to  all  public  interest 
groups. 

The  Commissioner  advises  that  FDA 
is  fully  committed  to  the  policies  em¬ 
bodied  in  Uie  waiver  of  fees  provision 
of  the  FOIA  and  Intends  to  interpret 
liberally  those  provisions  and  §  4.43.  The 
Food  and  Drug  Administration  will  give 
careful  and  sympathetic  consideration 
to  requests  for  waiver  or  reduction  of 
fees  that  are  submitted  in  accordance 
with  §  4.43.  The  Commissioner  encour¬ 
ages  persons  to  seek  waiver  or  reduction 
of  the  fees  under  §  4.43(c)  when  disclo¬ 
sure  of  the  records  sought  will  broadly 
promote  the  public  interest.  To  facihtate 
consideration  of  requests  for  waiver  of 
fees,  the  directors  of  the  various  bu¬ 
reaus  within  FDA  will  evaluate  the  re¬ 
quests  and  recommend  to  the  Assistant 
Commissioner  for  Public  Affairs  those 
requests  that  are  meritorious. 

Pkesubicission  Review  op  Request  for 

CONPIDENTIALITY  OF  VOLUNTARILY  SUB¬ 
MITTED  Data  dr  Information 

28.  One  comment  requested  that  FDA 
pledge  not  to  revoke  assurances  of  con¬ 
fidentiality  given  respecting  data  and 
information  submitted  under  $  4.44  (21 
CFR  4.44)  for  a  presubmission  determi¬ 
nation  of  confidentiality. 

The  Commissioner  advises  that  mate¬ 
rial  received  by  FDA  for  presubmission 
review  under  f  4.44  and  acc^ted  in  con¬ 
fidence  pursuant  to  a  letter  signed  by  the 
Assistant  Commissioner  for  Public  Af¬ 
fairs  pledging  confidentiality  will  remain 
confidential  unless  a  court  order  directs 
that  it  be  disclosed  or  the  status  of  the 
material  is  affeced  by  external  factors, 
egr.,  the  company  that  submitted  the 
material  discloses  it  to  a  member  of  the 
public  subsequent  to  its  submission  to 
the  agency. 

29.  One  commait  requested  that  per¬ 
sons  who  submit  information  for  presub- 
missicoi  review  under  f  4.44  be  advised 
within  10  working  days  sdter  receipt  of 
the  records  by  FDA  whether  the  mate¬ 
rial  qualifies  for  such  review. 

The  Commissioner  concludes  that  pre- 
scribiug  a  fixed  number  of  days  for  noti¬ 
fying  persons  who  have  submitted  in¬ 
formation  for  presubmission  review  is 
not  feasible.  The  time  required  to  re¬ 
view  the  material  will  vary  acc<M*ding 
to  the  number  and  complexity  of  the 
documents  submitted,  amcaig  other  vari¬ 
ables.  After  receipt  of  the  information 
by  FDA,  persons  will  be  notified  as  soon 
as  possiUe  as  to  whether  the  material 
qualifies  for  presubmission  review. 

30.  One  comment  requested  that  S  4.44 
be  revised  to  state  that  a  person  who 
voluntarily  submits  material  to  FDA  but 


does  not  seek  presubmission  review  does 
not  waive  any  right  subsequently  to  as¬ 
sert  confidentiality  or  bar  a  subsequent 
determination  by  the  agency  to  that 
effect. 

The  Commissioner  concurs  with  this 
comment  and  concludes  that  no  change 
in  the  regulation  is  needed  to  implement 
it.  Presubmission  review  is  not  a  manda¬ 
tory  procedure.  A  decision  not  to  seek 
such  review  does  not  bar  either  a  sub¬ 
sequent  assertion  of  confidentiality  by 
the  submitting  person  or  a  finding  of  con¬ 
fidentiality  by  the  agency.  Neither  a  sub¬ 
sequent  assertion  of  confidentiality  by 
the  person  who  submitted  the  informa¬ 
tion  nor  a  finding  of  confidentiality  by 
PDA  would,  however.  Invoke  the  pre¬ 
submission  review  procedures  provided 
in  5  4.44  or  require  FDA  to  consult  or 
give  notice. 

31.  One  comment  requested  that  §  4.29 
(21  CFR  4.29)  be  revised  to  permit  per¬ 
sons  who  have  previously  voluntarily  sub¬ 
mitted  data  and  information  to  FDA  to 
resubmit  such  information  for  review 
under  S  4.44. 

The  Commissioner  concludes  that,  for 
all  practical  purposes,  this  (xunment  re¬ 
quests  that  FDA  permit  material  to  be 
withdrawn  from  its  files.  No  purpose 
would  be  served  by  allowing  presubmis¬ 
sion  review  under  §  4.44  of  material  pre¬ 
viously  submitted  voluntarily  unless  the 
submitting  person  was  also  permitted  to 
withdraw  and  retain  information  for 
which  no  pledge  of  confidentiality  aras 
given.  The  Commissioner  accordingly 
sees  no  difference  between  this  comment 
and  those  comments  requesting  that  per¬ 
sons  be  permitted  to  withdraw  informa¬ 
tion  from  govemmait  files  without  any 
reference  to  resubmitting  the  informa¬ 
tion.  The  Commissioner  rejects  this  sug¬ 
gestion  for  the  reasons  previously  stated. 

32.  QuesUmis  have  arisen  about  the 
status  of  records  submitted  for  presub¬ 
mission  review  when  those  records  are  In¬ 
eligible  for  presubmisskm  review  either 
because  their  status  under  these  regula¬ 
tions  is  cleariy  specified  or  because  the 
submission  Is  not  voluntary,  i.e..  the  sub¬ 
mitter  is  tmdtf  a  legal  obli^tion  to  pro¬ 
vide  the  records  to  FDA  upon  request. 

The  Commisskmer  advises  that  records 
submitted  for  presubmission  review  that 
are  Ineligible  for  such  review  because  the 
submission  is  not  volimtary  within  the 
meaning  of  the  regulatkms  will  be  re¬ 
tained  as  part  of  the  FDA  permanent  files 
and  the  submitter  will  be  so  notified. 
Records  that  are  voluntarily  submitted 
but  are  nonetheless  ineligible  for  pre¬ 
submission  review  because  their  status 
under  the  regulations  is  clear  will  be  re¬ 
turned  to  the  submitter,  without  com¬ 
plete  review.  The  Commissioner  ad¬ 
monishes  persons  to  use  the  presubmis¬ 
skm  review  iHPcedure  sparingly  and  only 
when  appropriate.  Abuse  of  the  proce¬ 
dure  may  cause  the  agency  to  rec<mskto' 
the  iKocedure’s  utility. 

Situations  in  Which  Confidentiality  Is 
Uncertain 

33.  A  number  (ff  comments  requested 
clarification  of  the  standard  for  consulta¬ 
tion  under  S  4.45  <21  CFR  4.45).  It  was 


noted  tliat  paragraphs  62  and  63  of  tire 
preamble  to  the  December  24.  1974  final 
regulation  and  §  4.45,  respectively,  de¬ 
scribe  the  situation  in  which  FDA  will 
notify  the  person  whose  records  are  re¬ 
quested  when  there  is  "some  question"  or 
a  “close  question"  as  to  the  status  of  the 
material  or  when  the  status  is  "uncer¬ 
tain.”  The  comments  asserted  that  the 
“some  question"  standard  is  the  appro¬ 
priate  one. 

The  Commissioner  advises  that  the 
phrases  "some  question.”  "close  ques¬ 
tion,”  and  "imcertain  status”  will  be  con¬ 
strued  as  identical  in  meaning.  The 
Commissioner  rejects  any  implication 
that  the  use  of  the  phrase  "some  ques¬ 
tion”  in  the  preamble  suggests  a  stand¬ 
ard  for  consultation  that  is  less  rigorous 
than  either  the  "close  question"  de¬ 
scription  in  the  preamble  or  the  "un¬ 
certain  status”  language  of  §  4.45. 

The  Commissioner  emphasizes  that 
FDA  will  not  consult  with  the  submitting 
person  in  every  instance  in  which  any 
ai'gument,  however  tenuous,  r^n  be  made 
in  support  of  the  confidentiality  of  the 
requested  material  and  will  not  consult  if 
tlie  argument  would  simply  be  that  these 
regulations  are  wrong.  The  question 
about  the  confidentiality  of  the  requested 
record  must  be  such  that  a  reasonable 
basis  for  confidentiality  exists  before 
consultation  will  be  pursued. 

34.  Several  comments  pointed  out  that 
5  4.45  provides  no  time  period  for  con¬ 
sultation  and  that  in  cases  of  imcertain 
confidentiality  it  was  unlikely  that  FDA 
would  be  able  to  review,  consult, and  make 
a  determination  on  a  request  for  public 
disclosure  within  10  working  days.  To 
provide  for  adequate  time  for  consulta¬ 
tion,  it  was  suggested  that  the  requestor 
be  asked  to  agree  to  a  specific  extension 
of  time;  in  the  event  that  no  extension 
is  agre&l  upon  and  the  10-working-day 
limit  cannot  be  met.  the  request  should 
be  denied.  The  alternatives,  it  was  sug¬ 
gested,  would  be  to  grant  the  request  on 
the  basis  of  insufficient  information,  to 
ignore  the  10-woi1dng-day  requirement 
and  thereby  lose  the  20  days  to  review 
an  appeal  of  a  deniid,  or  to  deny  the  re¬ 
quest.  Denial,  it  was  asserted,  would  per¬ 
mit  FDA  to  use  the  additional  20  dasrs  for 
ccmsultation  and  review  and  ultimatelv 
either  affirm  the  denial  or  reverse  It 
and  grant  the  request. 

The  Commissioner  concludes  that  the 
suggestion  is  too  complicated  to  admin¬ 
ister  and  is  unnecessary,  and  therrfore  it 
is  rejected.  If  ongoing  consultation  makes 
a  detnmination  within  10  working  days 
impossible,  an  interim  response  may 
appropriately  be  sent  to  the  requestor 
to  Inform  him  that  PDA  is  working  on  the 
request  and  that  a  final  and  complete 
determination  will  be  made  as  soon  as 
possible. 

35.  Questions  have  arisen  about 
whether  consultation  under  §  4.45  will  be 
with  only  the  person  who  submitted  the 
records  or  with  both  that  person  and 
persons  who  might  be  affected  by  dis¬ 
closure. 

The  Commissioner  advises  that  consul¬ 
tation  under  S  4.45  win  be  with  those 
persons  who,  in  the  agency’s  judgment, 
are  likely  to  be  able  to  assist  PDA  in 
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determining  the  confidentiality  of  the 
requested  records.  In  most  instances  con¬ 
sultation  with  the  person  who  submitted 
the  records  will  be  sufiBcient  to  make  the 
determination.  The  decision  about  whom 
to  consult  will,  of  necessity,  have  to  be 
handled  on  a  case-by-case  basis. 

36.  Several  comments  on  §§4.45  and 
4.46  (21  CFR  4.45  and  4.46)  dealt  with 
matters  i-aised,  fully  discussed,  and  dis¬ 
posed  of  in  the  preamble  to  the  Decem¬ 
ber  24,  1974  final  regulation.  One  com¬ 
ment,  for  example,  expressed  the  fear 
that  decisions  on  the  necessity  for  con¬ 
sultation  will  be  made  by  low  level  cleri¬ 
cal  staff.  Paragraph  62  of  the  preamble  to 
the  final  regulation  makes  it  clear  that 
decisions  on  whether  the  status  of  re¬ 
quested  records  is  uncertain  will  be  made 
by  those  persons  administratively  re¬ 
sponsible  for  making  disclosure  decision.s. 

Predisclosure  Notice 

37.  By  far  the  greatest  number  of  com¬ 
ments  related  to  §  4.45  and  the  circum¬ 
stances  in  which  FDA  will  provide 
predisclosure  notice  of  the  agency’s  in¬ 
tention  to  disclose  certain  records  to  the 
person  who  submitted  them.  Most  com¬ 
ments  contended  that  PDA  should  con¬ 
sult  with  the  person  who  submitted  the 
records,  or  whose  data  and  information 
are  contained  in  them,  in  every  case  in 
which  the  agency  intends  to  disclose  the 
records  in  response  to  a  request  under 
the  FOIA.  The  general  theme  through¬ 
out  these  comments  is  that  FDA  cannot, 
consistent  with  due  process,  release  ma¬ 
terial.  including  that  submitted  to  the 
agency  ostensibly  pursuant  to  a  pledge  of 
confidentiality,  without  first  providing 
notice  to  the  person  who  submitted  the 
data  and  information. 

On  May  6,  1975,  the  Pharmaceutical 
Manufacturers  Association  (PMA)  filed 
suit  in  the  United  States  District  Court 
for  the  District  of  Columbia  (.Pharma¬ 
ceutical  Manufacturers  Association  v. 
Weinberger,  No.  75-0725,  D.D.C.)  seek¬ 
ing  an  order  declaring  invalid  and  en¬ 
joining  the  enforcement  of  certain  pro¬ 
visions  of  the  December  24,  1974  final 
regulation.  The  primary  issue  in  the  law¬ 
suit  was  whether  member  companies  of 
PMA  are  entitled  to  administrative  no¬ 
tice  of,  and  an  opportunity  to  consult 
with  FDA  on,  every  contemplated  dis¬ 
closure  by  the  agency  of  information 
submitted  by,  obtained  from,  or  pertain¬ 
ing  to  them  or  their  products.  On  Au¬ 
gust  1,  1975,  PMA’s  Motion  for  a  Prelim- 
inaiy  Injunction  on  the  notice  and 
consultation  issue  was  denied  by  tlie  Dis¬ 
trict  Court  for  the  District  of  Columbia 
(401  F.  Supp.  444  (D.D.C.  (Sirica,  J.) 
1975) ) .  Thereafter,  in  granting  the  PDA 
Motion  for  Summary  Judgment  as  to  all 
the  issues  in  the  lawsuit,  the  court  reaf¬ 
firmed  that  notice  and  an  opportunity 
for  consultation  with  FDA  in  advance 
of  every  contemplated  disclosure  is  not 
required  (411  P.  Supp.  576  (D.D.C. 
<  Smith,  J.)  1976)).  The  Pharmaceutical 
Manufacturers  Association  has  an¬ 
nounced  that  it  does  not  intend  to  appeal 
this  decision. 

'The  Commissioner  advises  that  when 
the  status  of  requested  records  is  uncer- 
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tain,  notice  and  consultation  with  the 
submitting  person  luider  S  4.45  will  be 
undertakax  In  those  situations,  FDA 
may  request  additional  information  from 
the  submitting  person  in  order  to  deter¬ 
mine  whether  the  requested  records  are 
disclosable.  In  all  other  situations,  that 
is,  when  the  status  of  the  requested  rec¬ 
ords  can  be  determined  by  FDA  and  is 
not  “close”  or  “imcertain,”  the  agency 
will  proceed  to  make  a  determination  in 
accordance  with  the  FOIA  and  the  reg¬ 
ulations.  The  Commissioner  is  confident 
that  the  notice  and  consultation  provi¬ 
sions  in  §  4.45  adequately  protect  the 
rights  of  persons  who  have  submitted 
data  and  information  to  FDA. 

Persons  who  become  aware  of  the  im¬ 
pending  release  of  records  containing 
data  or  information  submitted  by  them 
pursuant  to  §  4.45,  as  a  subscriber  to  the 
commercial  services  that  provide  this 
type  of  information,  or  in  any  other 
fashion,  and  who  believe  that  the 
records  should  not  be  disclosed,  may 
institute  suit  against  FDA  to  enjoin  the 
release  of  the  requested  records.  If  insti¬ 
tuted  in  timely  fashion,  the  agency  will 
not  release  the  records,  pending  judicial 
resolution  of  the  suit,  unless  directed  by 
court  order  to  do  so.  PDA  will  not  de¬ 
prive  any  person  of  the  opportimity  to 
pmsue  a  timely  instituted  court  action 
to  enjoin  the  release  of  records  by  dis¬ 
closing  the  records  and  thereby  mooting 
the  judicial  proceedings. 

The  Commissioner  emphasizes,  as  he 
did  in  the  preamble  to  the  final  regula¬ 
tion  of  December  24,  1974,  that  the 
proper  remedy  for  any  person  who  in  the 
past  has  submitted  to  FDA  data  or  infor¬ 
mation  that  he  believes  to  be  confiden¬ 
tial,  but  which,  under  the  final  regula¬ 
tions,  is  includ^  within  a  category  that 
is  subject  to  public  disclosure,  is  to  bring 
a  declaratory  judgment  action  contesting 
the  validity  of  that  portion  of  the  regu¬ 
lations.  All  persons  have  been  put  on 
notice  that  records  in  the  PDA  files  will 
be  handled  in  accordance  with  these  reg¬ 
ulations.  Notice  to  all  affected  persons 
of  each  request  for  records  submitted 
by  them  or  which  identifies  them  or  their 
products  is,  as  stated  in  title  preamble  to 
the  December  24,  1974  final  regulation, 
“unnecessary  as  well  as  impracticable.” 

38.  A  number  of  comments  contended 
that  administrative  due  process  would 
not  be  satisfied  even  if  PDA,  upon  re¬ 
ceipt  of  a  request  for  records  in  the 
agency  files,  notified  the  submitter  and 
all  affected  persons  of  an  intended  dis¬ 
closure.  These  comments  asserted  that, 
in  all  instances  of  planned  release,  not 
only  must  notice  be  given,  but  the  agency 
must  provide  the  submitter  an  opportu¬ 
nity  to  consult  with  it  and  to  present 
objections  to  the  release,  as  well  as  an 
intra-agency  appeal  mechanism. 

The  Commissioner  concludes,  for  the 
reasons  stated  in  paragraph  37  of  this 
preamble,  that  notice,  an  opportunity  to 
consult  with  FDA  and  present  objections, 
and  an  intra-agency  appeal  mechanism, 
as  suggested  in  the  comment,  are  un¬ 
necessary,  impiTicticable,  and  not  legally 
required. 


39.  Comments  contended  that  it  is 
anomalous  that  a  person  requesting  ac¬ 
cess  to  agency  records,  if  refused,  has  a 
clearly  defined  appeal  procedure  whereas 
the  submitter  and  persons  who  might  be 
affected  by  disclosure  do  not  have  assur¬ 
ance  even  of  notice  and  an  opportunity 
to  be  heard  before  release.  It  was  argued 
that  this  places  the  submitter,  with  a 
potential  property  right  in  the  requested 
data  and  Information,  ii}  a  procedurally 
inferior  position  to  the  party  requesting 
the  records,  who  clearly  has  no  property 
interest  in  them. 

The  Commissioner  advises  that  this  is 
the  procedure  established  by  Congress 
in  the  FOIA.  Congress  has  concluded 
that  all  documents  submitted  to  the  gov¬ 
ernment  become  public  property  i.e., 
available  to  the  public,  subject  to  narrow 
exceptions,  and  has  accordingly  provided 
for  a  statutory  right  of  appeal  only  by 
the  requesting  party. 

40.  Numerous  comments  contended 
that'  the  assertion  by  the  agency  that 
the  administrative  burden  or  inconven¬ 
ience  of  giving  notice  is  too  great  was 
rejected  in  the  case  of  American  Sumatra 
Tobacco  Corp.  v.  SEC,  93  F.  2d  236  (D.C. 
Cir.  1937).  It  was  suggested  that  the 
agency  assess  submitters  and  affected 
persons  the  costs  of  sending  notice. 

The  Commissioner  has  stated  previ¬ 
ously,  in  paragraph  96  of  the  preamble 
to  the  December  24,  1974  final  regula¬ 
tion,  that  the  general  principles  laid 
down  in  the  Sumatra  case  have  been 
fully  satisfied.  The  Sumatra  case  does 
not  require  notice  and  an  opportunity 
to  consult  in  advance  of  every  disclosure 
of  privately  generated  information.  This 
position  was  sustained  in  PMA  v.  Wein¬ 
berger,  401  F.  Supp.  at  447-448.  The 
Commissioner  has  also  concluded  in  the 
preamble  to  the  December  24,  1974  final 
regulation  and  elsewhere  in  this  pre¬ 
amble  that  the  FOIA  does  not  require 
that  notice  be  given  to  submitting  per¬ 
sons  or  persons  who  might  be  affected 
by  disclosure,  and  that  such  notice  in 
all  instances  would  be  Impracticable.  The 
money  that  is  generated  by  any  fee  under 
these  regulations  must  be  paid  to  the 
United  States  Treasury,  and  cannot  be 
used  by  the  agency  to  finance  its  public 
information  services. 

.  41.  One  comment  contended  that 
Congress,  in  enacting  section  6(b)  (1)  of 
the  Consumer  Product  Safety  Act  (15 
U.S.C.  2055(b)(1)),  reflected  its  intent 
that,  at  least  with  respect  to  the  Con¬ 
sumer  Product  Safety  Commission,  “not 
less  than  30  days  prior  to  its  public  dis¬ 
closure  of  any  information  obtained  un¬ 
der  this  Act,  or  to  be  disclosed  •  *  •  in 
connection  therewith  •  •  •  the  Commis¬ 
sion  shall,  to  the  extent  practicable, 
notify,  and  provide  a  summary  of  the 
information  to,  each  manufacturer  or 
private  labeler  of  any  consumer  product 
to  which  such  information  pertains 
•  •  The  comment  argued  that  this 
section  represents  a  recent  congressional 
statement  on  the  advisability  of  advance 
notice  to  submitters  and  persons  who 
might  be  affected  by  disclosure  and  that 
this  procedure  should  be  followed  by 
FDA. 
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The  Commissioner  does  not  agree  with 
this  comment.  Neither  the  FOIA  nor  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
contains  provisions  similar  to  section 
S(b)  (1)  of  the  Consumer  Product  Safety 
Act.  TO  the  extent  that  section  6(b)  (1) 
can  be  said  to  require  notice  to  submit¬ 
ting  persons  and  persons  who  might  be 
affected  by  disclosure,  its  provisions  are 
not  applicable  to  FDA. 

42.  One  comment  pointed  to  the  notice 
provislmis  of  the  public  information  reg¬ 
ulations  of  the  Environmoital  Protec- 
tkm  Agency  (40  CFR  2.105(b)  and  2.107 
(a) )  as  a  model  for  FDA  to  ftdlow. 

TTie  Commissioner  c<mclude8  that  the 
notice  provisions  of  the  public  informa¬ 
tion  regulations  of  the  Envir<Mimental 
Protection  Agency  are  not  required  by 
the  FOIA,  and,  given  the  number  of  re¬ 
quests  received  by  FDA,  adoption  of  a 
similar  notice  provision  w’ould  be  an  un¬ 
manageable  administrative  burden  that 
would  impair  the  ability  of  the  agency 
to  adhere  to  the  10-day  requiremoit  for 
tilling  on  requests  as  mandated  by  the 
1974  amoidments  to  the  FOIA  and  to 
carry  out  its  important  regulatory  func¬ 
tions. 

43.  One  comment  requested  that  when¬ 
ever  FDA  discloses  records  to  special 
government  employees  under  21  CFR 
4.84,  other  Federal  departments  or  sigen- 
cies  under  21  CFR  4.85,  State  and  local 
government  officials  under  21  CFR  4.88, 
and  officials  of  foreign  governments  im- 
der  21  CFR  4.89,  the  person  who  sub¬ 
mitted  the  information  to  FDA  be  given 
notice  consisting  of  the  date,  actual  con¬ 
tent,  and  person  to  whom  the  disclosure 
was  made. 

The  Commissioner  advises  that  all  the 
classes  of  persons  referred  to  in  the  com¬ 
ment  have  a  special  status  entitling  them 
to  the  Information,  and  they  are  pro¬ 
hibited  from  releasing  data  and  infor¬ 
mation  that  is  exonpt  fnxn  disclosure, 
sach  as  trade  secrets,  in  the  same  fash- 
l<m  and  to  the  same  extoit  as  all  em¬ 
ployees  of  FDA.  No  purpose  would  be 
served  by  providing  notice  of  the  sort 
requested  i^en  disclosures  are  made  in 
accmdance  with  the  regulations  to  per¬ 
sons  in  those  categories. 

44.  Another  cmnment  asserted  that 
under  no  circumstances  should  notice  to 
affected  pa'sons  be  givoi  because  such 
notice  permits  the  submitter  to  attempt 
to  persuade  FDA  that  the  request  should 
be  denied,  and  the  requestor  has  no  sim¬ 
ilar  opportunity  to  persuade  the  agency 
that  the  request  should  be  granted. 

The  Commissi<mer  does  not  agree  with 
the  position  expressed  in  this  comment. 
On  the  limited  occasions  when  the  con¬ 
fidentiality  of  a  requested  record  is  un¬ 
certain,  consultation  with  the  submitting 
person  and  other  persons  to  obtain  addi¬ 
tional  infeumation  rdated  to  the  status 
at  the  record  is  essential  if  a  pn^ier  de¬ 
termination  is  to  be  made  by  FDA.  Con¬ 
sultation  under  §  4.45  (21  CFR  4.45)  is 
not  an  (^;>portunity  for  affected  persons 
to  persuade  the  agency,  argument 
alone,  not  to  rdease  the  requested  ma- 
teriaL  It  is,  rather,  an  oppcHtuniiy  foe  the 
agmey  to  examine  and  consider  addi¬ 
tional  data  and  information  not  other¬ 


wise  available  to  it,  which  will  be  of  as¬ 
sistance  in  making  a  correct  determina¬ 
tion  respecting  the  confidentiality  of  the 
requested  record. 

Jdoicisi.  Rcvikw  or  Proposed  Disclosure 

45.  A  number  of  comments  stated  that 
the  5  days  provided  in  14.46  (21  CFR 
4.46)  within  which  to  institute  suit  to 
enjoin  the  relectse  of  records  is  an  inade¬ 
quate  period  of  time  for  affected  pmons 
to  make  the  decision  to  seek  an  injunc¬ 
tion  and  to  prepare  and  file  the  appropri¬ 
ate  pleadings.  It  was  various]^  suggested 
that  10,  15.  or  20  days,  or  10  working 
days,  be  provided  within  which  to  insti¬ 
tute  suit.  One  cmnment  suggested  that  5 
dasrs  be  provided  to  notify  FDA  of  the 
intent  to  sue  and  an  additional  90  days 
within  which  to  institute  suit.  If  no  court 
suit  was  initiated  after  90  days,  the  com¬ 
ment  suggested,  FDA  could  then  release 
the  material. 

The  Commissioner  concludes  that  the 
5-day  period  is  adequate  time  for  the 
appropriate  ideadings  to  be  filed.  The 
Commissioner  notes  that  the  complaint 
for  injunction  and  supporting  documents 
necessary  to  institute  suit  are  simple  and 
can  easily  be  prepared  in  advance  as 
standard  legal  pleadings  and  held  ready 
should  the  occasion  for  their  use  arise. 
Legal  counsel  for  several  companies  reg¬ 
ulated  by  FDA  have  in  fact  publicly 
made  the  suggestion  that  the  ai^ropriate 
pleadings  be  prepared  in  advance.  The 
Commissioner  also  notes  that  in  the  4 
years  since  the  proposed  rule  making  was 
published  find  documents  released  in  ac¬ 
cordance  with  its  provisifms,  only  (me 
suit  to  enjoin  disclosure  of  specific  rec¬ 
ords  has  been  instituted. 

46.  One  comment  objected  to  any  time 
period  for  the  institution  of  suit  to  en¬ 
join  the  release  of  recfxds  and  argued 
that  once  FDA  determines  to  disclose  rec¬ 
ords,  those  records  should  be  made 
available  immediately  to  the  re<iuestlng 
party. 

The  Commissions  regards  the  mnvi- 
sion  of  a  limited  time  period  for  the  In- 
stitutkm  of  suit  to  enjoin  the  release  of 
records  when  confidentiality  is  uncertain 
and  FDA  has  determined  to  release  the 
re(x>rd8  as  reascmable  and  consistent  with 
the  provisi(ms  ot  the  FOIA  and  its  man¬ 
date. 

Denial  of  Request  for  Records 

47.  Questions  have  arisen  about  the 
circumstances  in  which  FDA  will,  under 
S  4.47(d)  (21  CFR  4.47(d)),  delete  cer¬ 
tain  information  from  requested  records 
without  treating  the  deletions  as  a  denial 
of  the  request.  Concern  has  been  ex¬ 
pressed  that  persons  making  a  request 
for  records  who  subsequently  receive  rec¬ 
ords  with  certain  information  deleted 
may  not  always  realize  that  deletkms 
have  been  made  or  that  they  may  appeal 
those  deletions  to  the  Assistant  Secretary 
for  Health,  Department  of  Health,  Edu¬ 
cation,  and  Welfare. 

The  Commisioner  advises  that  it  has 
been  the  consistent  policy  of  FDA  to 
treat  substantial  ddetkms  of  matoial 
from  a  record  that  is  neverthdCM  dis¬ 
closed  as  a  denial  and  roA  has  aco(md- 
ingly  informed  the  person  who  made  the 


request  of  his  aimeal  rights.  In  order  that 
there  be  no  question  about  this  pidicy. 
i  4.47(d)  is  revised  to  vply  explicitly 
only  to  minor  ddetions  of  nondtsckisable 
data  and  information  from  otherwise 
dlsclosable  records. 

The  Commissioner  further  advises  that 
the  agent^s  policy  with  respect  to  minor 
deletions  of  nondisclosable  data  and  in- 
fmmation  from  dtsclosable  records  is  to 
identify  clearly  such  deletions  on  the  rec¬ 
ord  that  is  dis(dosed,  but  not  to  view 
such  minor  deletions  as  a  withholding  of 
the  requested  record.  This  p<^y  is  pre¬ 
mised  on  three  c(xisideratk>ns.  The  ma¬ 
jority  of  records  in  the  files  of  FDA  are 
dlsclosable  to  the  public  under  the  regu¬ 
lations.  However,  a ,  large  number  of 
these  clearly  disposable  re<x)rds  do  con¬ 
tain  small  items  of  data  and  information 
that  under  the  FDIA  exemptions  and  the 
regulations,  are  exempt  from  disclosure. 
Deletions  are.  therefore,  common. 

For  example,  FDA  receives  many  re¬ 
quests  for  adverse  drug  reaction  reports 
that  are  submitted  to  the  agency  by  ph!>'- 
sicians,  hospitals,  and  drug  manufactur¬ 
ers.  In  many  cases,  these  r^xwts  contain 
the  name  and  address  of  the  patient  who 
incurred  the  adverse  reaction  as  well  as 
the  name  and  address  of  the  physician 
or  institution  submitting  the  report.  In 
order  to  protect  the  personal  privacy  of 
such  persons.  It  is  standard  practice  to 
delete  the  name  and  address  as  well  as 
any  other  identifying  details  from  ad¬ 
verse  reaction  reports.  This  policy  is 
clearly  stated  in  §8  4.63  and  4.111  (21 
C7FR  4.63  and  4.111)  and  is  unquestion- 
aUy  consistent  with  the  sixth  exemption 
of  the  FOIA  (5  U.8.C.  552(b)  (6) ) . 

Ddetions  of  this  sort,  minor  in  nature, 
ubkiultous,  and  clearly  authorised  by  the 
FOIA,  the  regulations  of  HEW  that  im¬ 
plement  the  act  (45  CJFR  5.71(a))  and 
these  regulations  (88  4.63  and  4.111), 
have  not  been  treated  by  the  agency  as 
denials.  F\irthermore.  in  tl^  Commis¬ 
sioner’s  view,  persons  making  requests  to 
IDA  for  re<K>rds  ordinarily  fully  expect 
that  minor  deleti<ms  will,  of  necessity,  be 
made  and  that  their  requests  do  not  en¬ 
compass  the  t3rpes  of  data  and  informa¬ 
tion  that  are  regulariy  deleted  before 
disclosure.  This  is  particularly  so  be¬ 
cause  a  large  number  of  the  FOI  requests 
received  by  the  agoicy  are  from  persons 
who  frequently  make  such  requ^ts  and 
who  are,  no  doubt,  familiar  with  the 
agency’s  public  information  regulations 
and  practices.  Finally,  under  the  1974 
amoidments  to  the  FOIA,  agencies  are 
required  to  disclose  ‘’lalny  reasonably 
segregable  portion  at  a  record”  after  de¬ 
leting  exempt  portions  (5  U.S.C.  552(b)  ) . 
It  would  be  anomalous  if  Congress  in¬ 
tended  this  amendment  to  result  in 
denials  of  requests.  It  was  obviously  the 
intent  Congress  that  more  disclosures 
would  result,  not  more  denials. 

In  view  (ff  these  considerations,  the 
Commlssicmer  believes  that  the  agency's 
policy  regarding  minor  d^etions  is  con¬ 
sistent  with  the  FOIA.  Nevertheless,  to 
a%t:re  that  all  persems  who  request 
records  from  FDA  fuUy  understand  the 
policy  of  the  agoicy  regarding  minor 
deletions,  the  Commissioner  has  recently 
instituted  a  policy  of  including  in  every 
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letter  of  determination  issued  by  the 
agency  grsinting  a  request  for  records 
that,  when  disclosed,  will  contain  minor 
deletions,  a  paragraph  that  (a)  calls  at¬ 
tention  to  the  deletions;  (b)  states  that 
the  agency  assumes  that  the  deleted 
material  was  not  intended  to  be  covered 
by  the  request;  (c)  indicates  that  if  the 
agency’s  assumption  is  erroneous,  the 
person  making  the  request  should  advise 
the  agency  that  he  or  she  does  indeed 
desire  to  receive  the  deleted  material; 
and  (d)  states  that  if  the  agency  sho^d 
then  deny  the  requested  additional  in¬ 
formation,  a  letter  would  issue  that  fully 
explains  the  appeal  rights  and  procedure 
available  to  the  person  making  the  re¬ 
quest.  The  Commissioner  is  confident 
that  this  policy'will  preclude  any  mis¬ 
understanding  by  persons  requesting 
records  from  the  agency  when  the 
records  that  are  disclosed  contain  minor 
deletions. 

Use  of  Private  Contractor  for  Copying 

48.  A  few  comments  requested  that 
§  4.51  (21  CFR  4.51)  be  revised  to  provide 
that  a  private  contractor  will  not  be 
used  for  copying  when  a  record  contains 
disclosable  and  nondisclosable  material 
unless  the  contractor  agrees  in  writing 
not  to  disclose  the  material  to  anyone 
and  adequate  precautions  are  taken  by 
FDA  to  guard  against  the  loss  of  or  fail¬ 
ure  to  return  records  loaned  for  copying 
purposes. 

liie  Commissioner  concludes  that  the 
recommendation  is  imnecessa^.  Ordi¬ 
narily  records  containing  nondisclosable 
material  will  not  be  provided  to  a  private 
contractor  for  copying.  In  the  rare  cir¬ 
cumstance  that  this  might  occur,  the 
safeguards  suggested  in  the  comment 
would  be  established  as  a  matter  of 
course. 

Indexing  Trade  Secret  and  Confidential 

Commercial  or  Financial  Data  and 

Information 

49.  A  number  of  comments  contended 
that,  when  suit  is  instituted  challenging 
the  denial  of  records  or  portions  thereof 
on  the  basis  of  the  exemption  for  trade 
secrets  and  confidential  commercial  or 
financial  information,  FDA  may  neither 
waive  its  obligation  to  it^ize  and  index 
the  disputed  material  nor  require  the  in¬ 
tervention  of  the  affected  person.  It  was 
argued  that  requiring  the  intervention  of 
the  affected  person  would  unfairly  put 
smaller  manufactiuers  at  a  disadvantage 
in  that  they  might  not  be  financially  or 
physically  able  to  itemize,  index,  and  de¬ 
fend  every  suit  involving  the  trade  secret 
status  of  their  material.  It  was  suggested 
that  the  smaller  manufacturer  would 
have  no  choice  but  to  defend  only  those 
suits  involving  large  amounts  of  assert- 
edly  valuable  trade  secret  material. 

The  Commissioner  concludes,  for  the 
reasons  stated  in  paragraph  73  of  the 
preamble  to  the  December  24,  1974  final 
regulation,  that  the  requirement  that  the 
person  who  sutxnltted  the  disputed  docu¬ 
ments  index  and  itemize  those  documents 
and  intervene  to  defend  their  trade  secret 
status  is  an  appropriate  requlrem^t. 
The  Commissioner  again  onphaslzes 
that,  regardless  of  size,  the  effected  per¬ 


son  Is  in  the  best  position  to  present  a 
trade  secret  defense  to  the  court. 

Section  4.53  (21  CFR  4.53)  is  revised 
to  state  more  clearly  that  the  failure  of 
^e  affected  person  to  Intervene  to  de¬ 
fend  the  exempt  status  of  the  records 
or,  if  the  court  requires,  to  itemize  and 
index  such  disputed  documents,  will  con¬ 
stitute  a  waiver  of  any  trade  secret  de¬ 
fense,  and  FDA  will  promptly  make  the 
quested  records  available  for  public  dis¬ 
closure. 

50.  One  comment  contended  that  S  4.53 
of  the  final  regulations  refiects  a  mis¬ 
conception  on  the  part  of  FDA  about  the 
interests  Congress  was  protecting  in  ex¬ 
empting  trade  secret  and  confidential 
commercial  or  financial  information 
from  disclosure.  It  was  argued  that  the 
exemption  is  based  on  the  recognition 
by  Congress  that  there  are  both  private 
and  public  interests  to  be  served  by  p*ro- 
tecting  the  confidentiality  of  trade  secret 
and  confidential  commercial  or  financial 
information.  It  was  asserted  that,  by  pro¬ 
posing  to  waive  its  obligation  to  defend 
the  trade  secret  status  of  disputed  mate¬ 
rial,  FDA  does  not  appear  to  be  aware 
of  the  public  interest  in  protecting  trade 
secret  material  from  disclosure. 

The  Commissioner  advises  that  FDA 
is  cognizant  of  the  congressional  recogni¬ 
tion  that  both  public  and  private  inter¬ 
ests  are  served  by  protecting  the  con¬ 
fidentiality  of  trade  secret  and  con¬ 
fidential  commercial  or  financial  in¬ 
formation.  The  CcHiunissioner,  notes, 
however,  that  the  private  interests  and 
benefits  are  greater  than  the  public  in¬ 
terest  involved,  and  the  burden  of  de¬ 
fending  the  status  is  appropriately  borne 
by  private  interests  who  are  in  the  best 
position  to  explain  why  data  are  valuable 
commercial  secrets. 

51.  One  comment  suggested  that  the 
requirement  in  S  4.53  that  the  affected 
person  itonize  and  index  disputed  trade 
secret  material  be  retained  but  that  a 
requirement  that  the  affected  person 
assist  FDA  in  defending  the  trade  secret 
status  of  the  disputed  material  be  sub¬ 
stituted  for  the  requirement  of  interven¬ 
tion  by  the  affected  person.  It  was  also 
noted  that,  if  a  court  declined  to  permit 
an  affected  person  to  intervene  for  s<xne 
unknown  reason,  S  4.53  would  allow  the 
release  of  the  disputed  materiaL 

The  Commissioner  concludes  that 
there  is  no  significant  difference  between 
requiring  the  person  affected  by  disclo¬ 
sure  to  intervene  in  a  suit  to  defend  the 
trade  secret  status  of  the  disputed  in¬ 
formation  and  requipng  that  an  affected 
person  assist  FDA  In  defending  such  a 
suit.  In  either  formulation  of  the  require¬ 
ment,  PDA  will  Insist  upon  formal  inter¬ 
vention  by  the  affected  person  and  that, 
upon  intervention,  that  person  bear  the 
burden  of  defense.  The  Commissioner 
advises  that,  in  the  extremely  unlikely 
event  that  a  court  declines  to  permit 
intervention  of  an  affected  person,  FDA 
will  consider  a  request  for  an  exertion 
to  the  requirements  of  §  4.53  to  the  extent 
that  the  affected  person  could  not.  under 
the  circumstances,  formalhr  intervene. 
All  other  oUigations  Imposed  up<m  the 
affected  person  by  §  4.53  would  remain  in 
effect. 


CLEARLY  Unwarranted  Invasions  of 
Personal  Privacy 

52.  Commits  have  asked  whether  the 
names  of  clinical  investigators  will  gen¬ 
erally  be  disclosed.  A  seeming  incon¬ 
sistency  was  noted  between  §  4.63(d) 
and  §§  314.14(e)  (2)  (i)  (a)  and  314.14 
(e)  (4)  (21  CFR  314.14(e)  (2)  (i)  (a)  and 
(e)  (4) )  in  that  §  4.63(d)  api>ears  to  pro¬ 
vide  that  the  names  of  investigators  will 
be  disclosed,  absent  extraordinary  cir¬ 
cumstances,  while  §§  314.14(e)  (2)  (1)  (a) 
and  314.14(e)  (4)  appear  to  state  that 
the  names  of  investigators  will  not  be 
disclosed.  Paragraphs  117  and  241  of  the 
preamble  to  the  December  24, 1974  regu¬ 
lation,  it  was  stated,  also  refiect  this 
inconsistency. 

The  Cmnmissioner  advises  that  §  4.63 

(d)  states  that,  as  a  general  rule  and  in 
the  absence  of  extraordinary  circum¬ 
stances,  the  names  of  individuals,  in¬ 
cluding  clinical  investigators,  will  not  be 
deleted  from  records  before  disclosure. 
Secti(xi  314.14(e)  (2)  (1)  (a)  applies  to 
safety  and  effectiveness  siunmaries  for 
new  drug  applications  (NDA’s)  am>roved 
prior  to  Ji^  1,  1975.  Those  siunmaries 
consist  of  internal  agency  records  that 
describe  safety  and  efficacy  data  and  in¬ 
formation.  The  names  of  investigators 
and  any  information  that  identifies  them 
will  be  deleted  because,  when  those  in¬ 
ternal  memoranda  were  prepared,  there 
was  no  thought  that  they  might  ever  be 
made  public  and  comments  were  often 
included  that  would  otherwise  have  been 
omitted  if  intended  for  public  dissemina¬ 
tion. 

The  names  of,  and  any  other  infor¬ 
mation  that  would  identify,  third  parties 
such  as  physicians,  hospitals,  investiga¬ 
tors  involved  with  adverse  reaction  re¬ 
ports,  product  experience  reports,  con¬ 
sumer  (XHnplaints,  and  similar  data  and 
informatlixi  voluntarily  submitted  to 
FDA  will  not  be  disclosed  imder  S  314.14 

(e)  (4) .  The  names  of  Investigators  and 
any  informatiem  that  would  Identify 
them  that  is  contained  in  an  NDA  file 
after  an  approval  letter  is  sent  will  be 
disclosed  as  a  part  of  safety  and  effec¬ 
tiveness  summaries  for  new  drugs  ap¬ 
proved  after  July  1,  1975.  in  accordance 
with  S  4.63(d) .  Neither  the  names  of  in¬ 
vestigators  nor  id^tifying  information 
contained  in  an  investi^tional  new  drug 
notice  (IND)  or  NDA  file  will  be  dis¬ 
closed  before  an  approval  letter  is  sent. 

53.  One  comment  noted  a  seeming  in¬ 
consistency  in  that,  although  §  4.63(a) 
provides  for  the  ddetion  of  the  names 
and  informatiim  that  would  identify 
patients  in  medical  and  similar  files  and 
makes  no  mention  of  disclosure  upmi  a 
showing  of  extraordinary  circumstances, 
paragraph  103  of  the  preamble  to  the 
December  24, 1974  final  regulation  states 
that  disclosure  of  the  names  and  infor¬ 
mation  is  unwarranted  except  in  extraor¬ 
dinary  circunutances. 

The  Cmnmissioner  advises  that  the 
right  of  privacy  of  individuals  is  para¬ 
mount  and  that  FDA  will  not  release  the 
names  and  other  InformatiMi  that  would 
identify  patients  in  medical  and  .sirniiar 
files,  where  such  release  would  constitute 
a  clearly  unwarranted  invasion  of  per- 
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sonal  privacy.  Section  4.82  (21  CFR  4.82) 
so  provides.  Upon  further  (XHisideration, 
the  Commissioner  concludes  that  para¬ 
graph  103  of  the  preamble  was  in  error, 
and  should  be  revoked,  to  the  extent  that 
it  stated  that  there  would  he  an  “ex¬ 
traordinary  circumstances”  exception  to 
this  rule.  The  Commissioner  anticipates 
no  such  exceptions. 

54.  Questions  have  arisen  about  the 
status  of  records  relating  to  FDA  inves¬ 
tigations  of  clinical  investigators.  In  par¬ 
ticular,  requests  have  been  received  for 
records  concerning  the  disqualification 
of  individual  investigators,  lists  of  all  in¬ 
vestigators  who  have  ever  been  disquali¬ 
fied  by  FDA,  and  records  relating  to  in¬ 
vestigators  who  have  been  investigated 
by  FDA  but  who  were  not  disqualified. 

The  Commissioner  advises  that  up>on 
the  completion  of  an  investigation  of 
a  clinical  investigator  and  any  regula¬ 
tory  action  that  may  ensue,  e.g.,  a  hear¬ 
ing  under  Subpart  F  of  Part  2,  published 
in  the  Federal  Register  of  November  2, 
1976  (41  FR  48258),  records  relating  to 
the  Investigatimi,  including  most  intra¬ 
agency  memoranda,  will  be  available  to 
the  public.  Disclosure  of  re<x>rds  before 
the  completion  of  the  investigation  would 
ordinarily  interfere  with  the  investiga¬ 
tion;  the  records  are  therefore  exempt 
under  the  seventh  exemption  of  the 
FOIA  (5  U.S.C.  552(b)  (7) )  and  §  4.64  (21 
CFR  4.64).  The  public,  however,  has  a 
substantial  Interest  in  FDA  investiga¬ 
tions  of  clinical  investigators;  upon  com¬ 
pletion  of  an  investigation,  (lisclosure  of 
the  records  is  not  a  clearly  imwarranted 
invasion  of  personal  privacy.  Records  of 
the  investigation  that  contain  patient 
names  and  identifying  details  will  be  dis¬ 
closed  only  after  such  information  is 
deleted. 

55.  Questions  have  arisen  about  wheth¬ 
er  medical  records  or  reports  of  adverse 
drug  reactions  are  available  to  the  sub¬ 
ject  of  the  records. 

The  Commissioner  advises  that  medi¬ 
cal  records  and  adverse  drug  reaction 
reports  are  available  to  the  individual 
who  is  the  subject  of  the  reports.  Such 
records  would  not,  imder  §  4.111(c)  (3) 
(vi) ,  be  available  to  a  third  person  with¬ 
out  the  written  consent  of  the  subject. 
However,  an  individual’s  privacy  is  ob¬ 
viously  not  Invaded  when  he  obtains 
his  own  medical  records  or  adverse  drug 
reaction  report.  The  Commissioner  notes, 
however,  that  FDA  seldom  obtains  medi¬ 
cal  records,  and  has  received  only  a  few 
requests  from  persons  for  their  own 
medical  records.  Section  4.111(c)  (3)  (vl) 
is  revised  to  clarify  this  policy. 

Data  and  Information  ^^reviously 
Disclosed  to  the  Public 

56.  Comments  asserted  that  the  disclo¬ 
sure  of  trade  secret  information  on  a 
limited  basis  to  physicians,  veterinarians, 
or  other  health  professionals  for  their 
use  in  caring  for  patients  should  not 
result  in  the  loss  of  the  confidentiality  of 
the  information.  TTie  comments  argued 
that  such  limited  disclosures  would  not 
prevent  the  company  Uiat  disclosed  the 
Information  from  maintaining  a  suit 
against  a  competitor  who  had  unlawfully 


obtained  the  same  information  and 
should  therefore  not  be  deemed  by  FDA 
to  be  disclosure  to  any  member  of  the 
public. 

The  Commissioner  advises  that  the 
substance  of  this  comment  was  raised 
and  fully  discussed  in  several  paragraphs 
of  the  preamble  to  the  December  24, 
1974  regulation.  The  Freedom  of  Infor¬ 
mation  Act  does  not  contemplate  selec¬ 
tive  availability  of  records  to  the  public. 
Trade  secrets  must  either  be  protected 
as  such  by  the  owner  or  they  will  be 
disclosed  by  the  agency.  This  position 
was  upheld  in  the  opinion  of  Judge  Smith 
in  PMA  V.  Weinberger,  supra. 

57.  Comments  suggested  that  data 
and  information  otherwise  exempt  from 
disclosure  should  not  lose  their  confiden¬ 
tial  status  by  virtue  of  disclosure  to 
“any”  member  of  the  public.  As  an  al¬ 
ternative  test,  one  comment  suggested 
that  the  confidentiality  of  previously  dis¬ 
closed  information  be  recognized  by  FDA 
unlecs  the  Information  had  been  dissemi¬ 
nated  to  members  of  the  public  on  a 
general  basis  so  that  the  information  is 
available  generally  to  competitors.  An¬ 
other  comment  suggested  that  the  ap¬ 
propriate  test  is  whether  good  faith  ef¬ 
forts  to  prevent  widespread  disclosure 
had  been  taken. 

The  Commissioner  advises  that  use  of 
either  of  the  tests  suggested  in  the  com¬ 
ment  would  make  decisions  under  the 
FOIA  highly  inconsistent  and  would  re¬ 
quire  FDA  to  make  an  extensive  ad  hoc 
inquiry  into  the  extent  to  which  the 
information  has  been  disseminated  to 
the  public,  the  extent  of  its  availability 
to  competitors,  and  the  nature  of  the 
efforts  taken  to  prevent  widespread  dis¬ 
closure  as  well  as  a  determination  that 
those  efforts  were  made  in  good  faith. 
Such  an  approach  is  neither  practicable 
nor  contemplated  by  the  law.  The  test 
provided  for  in  §  4.81  (21  CFR  4.81)  for 
determining  whether  the  information 
has  been  disclosed  to  any  member  of 
the  public  is  more  practicable,  can  be 
applied  consistently  by  the  agency,  and 
is  fully  consistent  with  the  congressional 
mandate  that  records  be  disclosed  unless 
they  fall  within  the  narrow  exemptions 
specified. 

58.  One  comment  suggested  that  if 
previous  disclosure  to  the  public  is 'as¬ 
serted  as  the  basis  for  disclosure  of  other¬ 
wise  exempt  material,  the  submitting 
person  be  ^ven  an  (Hiportunity  to  d^- 
(Nistrate  that  the  dl^losiu^,  if  in  fact 
it  occurred,  was  made  with  appropriate 
safeguards,  was  inadvertent  or  extremely 
limited  in  scope,  or  that  in  spite  of  the 
disclosure  the  information  is  not  gen¬ 
erally  known  outside  of  his  business  and 
is  of  appreciable  value. 

ITie  Commissioner  rejects  this  sugges¬ 
tion.  If  previous  disclosure  to  the  pubhc 
is  asserted  as  the  basis  for  disclosiure  of 
otlierwise  exempt  material,  the  only  issue 
to  be  decided  before  a  determlnaticm  is 
made  <m  the  request  is  whether  the  ini¬ 
tial  disclosure  was  lawful.  If  it  was.  the 
records  will  be  rdeased.  If  the  initial  dis¬ 
closure  was  unlawful  and  the  material  is 
exempt  from  disclosure,  the  request  will 
be  denied.  In  short,  the  circumstances 


surrounding  the  initial  disclosure  are  rel- 
event  only  insofar  as  they  relate  to  the 
determination  of  whether  the  Initial  dis¬ 
closure  was  lawful. 

59.  Questions  have  arisen  about  wheth¬ 
er  the  disclosure  of  trade  secret  mate¬ 
rial  to  a  foreign  government  as  a  condi¬ 
tion  for  obtaining  marketing  approval 
constitutes  disclosiue  to  any  member  of 
the  public  within  the  meaning  of  §  4.81. 

The  Commissioner  advises  that  disclo¬ 
sure  to  any  Federal,  foreign.  State  or 
local  government  or  government  ofDcial, 
on  an  official  basis,  does  not  constitute 
disclosure  to  any  member  of  the  public 
within  the  meaning  of  §  4.81. 

60.  A  question  has  arisen  about  wheth¬ 
er  the  disclosure  of  trade  secret  in¬ 
formation  regarding  an  investigational 
new’  animal  drug  notice  or  new  animal 
drug  application  to  inspectors  of  the  Ani¬ 
mal  Plant  Health  Inspection  Service, 
U.S.  Department  of  Agriculture,  or  to  a 
slaughter  house  in  order  to  secure  per¬ 
mission  to  slaughter  animals  for  clinical 
research  purposes,  would  result  in  the 
loss  of  the  confidentiality  of  the  informa¬ 
tion  disclosed. 

The  Commissioner  advises  that  the 
Animal  and  Plant  Health  Inspection 
Service  is  a  governmental  entity  and  that 
the  disclosure  of  confidential  information 
to  it  would  not  constitute  disclosure  to 
the  public.  Disclosure  to  a  slaughter 
house  in  the  situation  described  w’ould 
be  a  necessary  disclosure  in  the  course 
of  a  routine  business  relationship  within 
the  meaning  of  §  4.81(a)  and,  if  done 
with  appropriate  safeguards  to  minimize 
the  extent  of  the  disclosure,  also  would 
not  constitute  disclosure  to  the  public. 

61.  In  the  Federal  Register  of  March 
4,  1976  (41  FR  9317),  the  Commissioner 
amended  S  4.81  by  adding  a  new  para¬ 
graph  (a)(3).  The  amendment,  which 
w’as  made  effective  immediately,  codified 
existing  FDA  practice  and  clarified  §  4.81 
to  state  explicitly  that  disclosures  to  clin¬ 
ical  investigators  and  institutional  review- 
committees  do  not  result  in  a  loss  of  con¬ 
fidentiality  for  the  information  dis¬ 
closed. 

Discretionary  Disclosure  by  the 
Commissioner 

62.  A  few  comments  asserted  that  there 
is  no  statutory  basis  for  the  discretionaiy 
disclosure  of  information  by  the  Com¬ 
missioner  as  provided  for  in  §  4.82.  (21 
CFR  4.82).  It  was  suggested  that,  if  this 
provision  is  retained,  provision  be  made 
for  judicial  review  of  the  FDA  decision 
to  disclose  the  information  before  any 
disclosure  is  made. 

The  Cixnmissioner  concludes  that  there 
is  no  support  in  the  FOIA  for  accepting 
this  comment.  With  the  exceptions  of 
trade  secret  material  protected  from  dis¬ 
closure  by  section  301(j)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (21  U.S.C. 
331(J))  and  18  U.S.C.  1905  and  records 
the  disclosure  of  which  would  constitute 
a  clearly  unwarranted  Invasion  of  per¬ 
sonal  privacy,  the  statutory  exemptions 
are  permissive.  Ag^cies  and  depart¬ 
ments  subject  to  the  FOIA  may  decide 
not  to  disclose  exempt  material;  they  are 
not  required  to  withhold  it.  The  statute 
expressly  commits  to  the  discretion  of 
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the  Commissioner,  as  the  head  of  the 
agency,  the  decision  whether  exempted 
material  should  be  disclosed. 

63.  One  comment  noted  the  appar^t 
absence  of  any  standards  or  guidelines 
for  the  exercise  of  discretionary  disclo¬ 
sure  by  the  Commisisoner  and  assert^ 
that,  without  such  standards  or  grolde- 
lines,  any  discretionary  disclosures  by 
the  Commissioner  would  constitute  un¬ 
reasonable  and  arbitrary  administrative 
action. 

The  Commissioner  advises  that  the 
POIA  clearly  embodies  the  concept  of 
discretionary  disclosure  and  contains  no 
standards  for  the  exercise  of  that  discre¬ 
tion.  This  is  a  matter  that  is  committed 
by  law  to  the  discretion  of  the  Commis¬ 
sioner.  It  would  be  consistent  with  the 
POIA  for  the  Commissioner  to  decide 
that  all  material  covered  by  one  of  the 
exemptions  in  that  act  should  be  dis¬ 
closed  under  all  circiunstances,  except 
when  the  material  is  prohibited  from  dis¬ 
closure  by  section  301  (J)  and  18  U.S.C. 
1905.  Having  decided  not  to  adopt  that 
alternative,  it  is  clearly  within  the  Com¬ 
missioner’s  prerogative  to  make  discre¬ 
tionary  disclosures  of  material  otherwise 
exempt  from  mandatory  disclosure  when 
he  determines  that  disclosure  would  be 
in  the  public  interest  and  release  is  not 
otherwise  prohibited  by  law. 

64.  Questions  have  arisen  about 
whether  there  are  any  circumstances  in 
which  a  consultant,  i.e.,  a  special  gov¬ 
ernment  employee,  may  submit  written 
comments  to  PDA  with  respect  to  a  pend¬ 
ing  matter  published  in  the  Federal  Reg¬ 
ister,  e.g.,  a  proposal  or  petition,  without 
having  those  comments  placed  on  dis¬ 
play  In  the  oflBce  of  the  Hearing  Clerk 
with  all  other  written  comments. 

The  Commissioner  advises  that,  as  a 
general  rule,  the  written  comments  of 
special  government  employees  on  any 
pending  matter  published  in  the  Federal 
Register  will  be  placed  on  display  in  the 
office  of  the  Heaiipg  Clerk  along  with  all 
other  comments.  This  policy  was  stated 
in  paragraph  128  of  the  preamble  to  the 
December  24,  1974  regulations. 

In  one  particular  circumstance,  how¬ 
ever,  the  Commissioner  has  decided  that 
the  written  comments  of  a  special  gov¬ 
ernment  employee  will  not  be  placed  on 
public  display  in  the  office  of  the  Hear¬ 
ing  Clerk.  Whenever  a  matter  that  has 
appeared  in  the  Federal  Register  Is  spe¬ 
cifically  referred  to  a  consultant  for  con¬ 
sideration  as  part  of  his  official  duties 
as  a  consultant,  the  consultant  may  sub¬ 
mit  his  comments  to  the  agency  without 
the  necessity  that  they  be  placed  on  pub¬ 
lic  display  in  the  office  of  the  Hearing 
Clerk.  This  is  true  whether  the  consult¬ 
ant  is  a  member  of  an  advisory  com¬ 
mittee  or  is  an  ad  hoc  consultant.  Ncm- 
disclosure  of  such  comments  is  Justified 
by  the  exemption  for  inter-  and  intra- 
agency  memoranda  under  5  U.S.C.  552 
(b)  (5). 

Comments  received  from  consultants 
who  have  not  been  specifically  and  offi¬ 
cially  requested  to  comment  will  remain 
subject  to  the  provisions  in  paragr£q>h 
128,  Le.,  the  cmnments  will  be  placed  on 
display  with  all  other  comments. 


Disclosure  ih  Adicinistrative  or  Court 
Proceedings 

65.  Minor  clarifying  amendments  are 
made  in  $  4.86  (21  CFR  4.86). 

Communications  With  State  and  Local 
Government  Officials 

66.  One  cmnment  contended  that  all 
commimlcations  between  FDA  and  State 
or  local  government  officials  not  under 
Commission  or  contract  to  PDA  that  per¬ 
tain  to  the  development  of  imiform  Fed¬ 
eral-State  enforcement  policies  should 
be  exempt  from  disclosure  for  the  dura¬ 
tion  of  the  deliberations  on  uniform  pol¬ 
icies,  or  longer,  if  so  requested  by  a  par¬ 
ticipating  State  or  local  government  of¬ 
ficial.  Other  comments  supported  the 
provisions  in  §  4.88  (21  CFR  4.88)  for  the 
exchange  of  certain  information  between 
Federal.  State,  and  local  officials  on  a 
confidential  basis. 

The  Commissioner  concludes  that 
§  4.88  ordinarily  provides  adequate  pro¬ 
tection  to  maintain  the  confidentiality 
of  communications  between  Federal, 
State  and  local  officials  and  need  not  now 
be  changed.  The  Commissioner  is  confi¬ 
dent  that  §  4.88  will  permit,  as  some  com¬ 
ments  have  noted,  government  officials  on 
all  levels  to  communicate  in  confidence 
on  law  enforcement  matters  as  necessary 
to  fulfill  their  respective  responsibilities 
to  the  public. 

Administrative  Enforcement  Records 

67.  One  comment  objected  to  the 
availability  for  disclosure  to  any  mem¬ 
ber  of  the  public  of  records  relating  to 
administrative  enforcement  action  at 
the  time  disclosure  is  first  made.  Funda¬ 
mental  fairness,  it  was  said,  dictates  that 
the  person  who  is  the  subject  of  the  ad¬ 
ministrative  enforcement  action  be  given 
an  opportunity  to  receive  the  records  be¬ 
fore  they  are  made  available  to  the  pub¬ 
lic  generally.  It  was  suggested  that  the 
records  be  sent  by  registered  mail,  re¬ 
turn  receipt  requested,  to  the  person  who 
is  the  subject  of  the  action  and  that  no 
subsequent  disclosures  be  made  until 
PDA  receives  the  return  receipt. 

The  Commissioner  concludes  that  the 
recommendation  Is  too  cumbersome  to 
administer  and  would  significantly  add 
to  the  already  complex  recordkeeping 
duties  necessary  for  ensuring  compliance 
by  the  agency  with  the  POIA.  Moreover, 
it  is  not  permissible  under  the  FOIA  to 
distingrulsh  between  perscms  in  deter¬ 
mining  whether  records  are  available  for 
disclosure. 

68.  One  comment  objected  to  the 
availability  for  public  disclosure  of 
Forms  FD-483  and  PD-2275  (lists  of  ob¬ 
servations  made  during  food  and  drug 
plant  inspections)  before  the  availability 
of  the  establishment  Inspection  report 
(EIR).  The  comment  stated  that  the 
factual  informatimi  generally  contained 
in  FcHms  FD-483  or  FD-2275  is  the  same 
as  that  in  the  EIR  and  that  availability 
of  such  information  may  deprive  persons 
of  a  fair  trial  or  Impartial  adjudication. 

The  Commissioner  concludes  that  any 
possible  effect  on  a  person’s  right  to  a 
fair  trial  or  impartial  adjudicaticm 
caused  by  the  release  of  Fcwms  FD-483 


or  FD-2275  before  the  availability  of  the 
EUR  is  too  remote  and  speculative  to 
warrant  a  revlslmi  of  the  regulations. 
Those  forms  are  given  to  the  company 
that  has  been  inspected  and  accordingly 
must  be  made  available  to  the  public 
contemporaneously  with  the  initial  dis¬ 
closure. 

Pood  and  Drug  Administration 
Manuals 

69.  Paragraph  193  of  the  preamble  to 
the  December  24,  1974  final  regulation 
contained  a  partial  list  of  FDA  manuals 
available  to  the  public  and  a  statement 
that  “copies  of  tiiese  manuals  may  also 
be  purchased  at  cost.’’  Paragraph  193 
also  contained  a  statement  that  FDA 
does  not  maintain  a  mailing  list  for 
amendments  to  these  manuals  because 
of  the  prohibitive  expense  involved. 

A  substantial  portion  of  the  POI  re¬ 
quests  received  by  PDA  during  fiscal 
years  1975  and  1976  were  for  FDA  man¬ 
uals.  Additionally,  because  many  of 
those  manuals  are  frequently  amended, 
many  requests  for  the  amendments  have 
been  received  and,  in  a  few  instances, 
mailing  lists  maintained.  The  Commis¬ 
sioner  is  reconsidering  the  present  agen¬ 
cy  policy  of  not  generally  maintaining 
mailing  lists  for  amendments  to  FDA 
manuals  and  will  soon  explore  various 
alternative  mechanisms  for  maintaining 
mailing  lists. 

Additionally,  the  Commissioner  be¬ 
lieves  that  it  would  be  useful,  efficient, 
and  in  the  public  Interest  to  develop  a 
more  expeditious  system  for  making 
manuals  available  and  maintaining  mail¬ 
ing  lists  for  them.  The  Commissioner  has 
therefore  initiated  discussions  with  the 
National  Technical  Information  Service 
(NnS)  in  Springfield,  Virginia,  to  deter¬ 
mine  whether  NTTS  could  provide  PDA 
manuals  to  the  public  promptly  and  at  a 
reasonable  cost  and  al^  maintain  mail¬ 
ing  lists  for  those  manuals.  'The  prelimi¬ 
nary  discussions  between  NTTS  and  PDA 
have  been  encouraging,  and  the  Com¬ 
missioner  is  confident  that  a  satisfactory 
arrangement  will  be  worked  out  in  the 
very  near  future.  The  details  of  such  an 
arrangement  will  be  annoimced  in  the 
Federal  Register.  In  the  meantime,  FDA 
manuals  will  continue  to  be  available  to 
the  public  from  the  FDA  Public  Records 
and  Documents  Center. 

Data  and  Information  Obtained  By 
Contract 

70.  Questions  have  arisen  as  to 
whether  cost  and  technical  proposals 
submitted  to  the  agency  in  response  to 
a  request  for  proposals  will  be  disclosed. 

The  Commissioner  concludes  that  ,  all 
cost  proposals  and  technical  propolis 
that  are  not  accepted  by  PDA  are  exempt 
from  disclosure  as  confidential  commer¬ 
cial  or  financial  informaticm.  When  a 
contract  is  awarded,  however,  there  is 
generally  no  competitive  advantage  as¬ 
sociated  with  any  portion  of  the  tech¬ 
nical  proposal  of  the  successful  contrac¬ 
tor,  and  it  will  be  available  for  public 
disclosure  except  to  the  extent  that  spe¬ 
cific  porticms  of  the  technical  proposal 
are  exempt  from  disclosure  as  trade 
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secrets  or  confidential  commercial  infor> 
mation  under  §  4.61.  Section  4.109  (21 
CFR  4.109)  has  been  revised  by  the  addi¬ 
tion  of  a  new  paragraph  to  state  this 
policy. 

71.  Paragraph  196  of  the  preamble  to 
the  December  24,  1974  final  regulation 
stated  that  “all  information  obtained  by 
the  Food  and  Drug  Administration 
through  a  contract  is  available  for  public 
disclosure  *  •  Questions  have  arisen 
about  the  validity  of  contractual  agree¬ 
ments  entered  into  between  PDA  and 
outside  organizations  before  the  effective 
date  of  these  regulations  (January  23, 
1975)  that  provide  that  no  data  and  in¬ 
formation  obtained  pursuant  to  the  con¬ 
tract  be  disclosed  to  persons  outside  the 
agency. 

■nie  Commissioner  advises  that  all 
such  contractual  agreements  containing 
nondisclosme  clauses  will  be  honored  by 
PDA  except  to  the  extent  that  a  court 
orders  otherwise. 

72.  Questions  have  arisen  about 
whether  there  are  any  circumstances  in 
which  information  may  be  purchased 
by  FDA  from  an  outside  organization 
under  a  contract  that  precludes  further 
dissemination.  Reference  was  made  to 
§  4.109  (21  C7FR  4.109) ,  which  provides, 
without  distinction,  that  "all  data  and 
Information  obtained  by  the  Pood  and 
Drug  Administration  by  contract  •  *  * 
are  available  for  public  disclosure  •  ♦  • " 
unless  independently  exempt,  and  to 
paragraph  196  of  the  preamble  to  the 
December  24,  1974  final  regulations, 
which  provides  that  "the  Commissioner 
concludes  that  the  Freedom  of  Informa¬ 
tion  Act  does  not  permit  the  Pood  and 
Drug  Administration  to  purchase  infor¬ 
mation  under  a  contract  that  prohibits 
its  further  public  distribution,  unless  the 
information  is  otherwise  exempt  from 
disclosure.” 

The  Commissioner  has  reexamined 
this  policy  and  concludes  that  a  distinc¬ 
tion  should  be  made  between  the  situation 
in  which  the  agency  is  the  sole  purchaser 
of  information  and  the  one  in  which  the 
agency  is  but  one  of  a  number  of  pur¬ 
chasers  or  subscribers,  each  of  whom 
must  agree  not  to  distribute  the  infor¬ 
mation  further  as  a  condition  for  buving 
it.  Reports  obtained  by  contract  from 
private  organizations  that  are  in  the 
business  of  preparing  and  selling  the  re¬ 
ports  with  clauses  restricting  further  dis¬ 
semination  to  protect  the  value  of  the 
product  can  properly  be  considered  the 
“stock-in-trade”  of  such  firms.  The 
fourth  exemption  imder  the  Freedom  of 
Information  Act  (5  U.S.C.  522(b)(4)) 
may  be  invoked  to  protect  the  reports 
from  disclosure  to  the  public.  Disclosure 
would  obviously  destroy  the  value  of  the 
reports  to  the  outside  organization  and  a 
policy  requiring  disclosure  seriously  im¬ 
pairs  the  agency’s  ability  to  obtain  the 
information,  because  outside  organiza¬ 
tions  have  refused  and  will  continue  to 
refuse  to  accept  FDA  as  a  purchaser. 
Both  Benson  v.  GSA,  289  F.  Supp.  590 
(WD.  Wash.),  aff’d,  415  F.2d  878  (9th 
Clr.  1968)  and  National  Parks  and  Con¬ 
servation  Assn.  V.  Morton,  498  F.2d  765 
(D.C.  Clr.  1974)  support  this  distinction. 


73.  Questions  have  arisen  about 
whether  the  disclosability  of  results  of 
testing  and  research  c(mducted  with 
agency  fimds  by  an  outside  organizatlcm 
pursuant  to  a  contract  is  governed  by 
§  4.105  (21  CFR  4.105)  or  §  4.109^  (21  CFR 
4.109). 

The  Commissioner  advises  that  to  the 
extent  that  a  contract  calls  for  data  and 
information  covered  by  §  4.105  as  well  as 
by  §  4.109,  disclosability  of  the  data  and 
Information  will  be  deteiinined  in  ac¬ 
cordance  with  f  4.105rc). 

74.  One  comment  requested  that  ac¬ 
ceptance  of  a  report  for  purposes  of 
§  4.109  be  defined  as  the  point  at  which 
FDA  begins  to  use  the  report  for  policy, 
enforcement,  or  other  purposes. 

The  Commissioner  advises  that  in  some 
instances  a  report  may  be  oflBcially  ac¬ 
cepted  before  FDA  begins  to  use  it  for 
policy,  enforcement,  or  other  purposes. 
Because  of  that  possibility,  no  change  is 
warranted  in  §  4.109. 

Safety,  Effectiveness,  and  Functional¬ 
ity  Data  and  Information  Contained 
IN  Color  Additive,  Food  Additive  and 
Antibiotic  Drug  Petitions  and  Forms 

75.  Cimunents  contended  that  the 
availability  to  the  public  of  safety  and 
functionality  data  contained  in  color  and 
food  additive  petitions  when  the  notice 
of  filing  of  the  petition  is  published  in 
the  Federal  Register  will  deprive  the 
petitioner  of  the  competitive  advantage 
from  "lead”  time  that  he  might  have 
over  other  manufacturers.  It  was  argued 
that  this  lead  time  could  be  very  signifi¬ 
cant  because  the  final  order  approving 
a  color  or  food  additive  petition  is  gen¬ 
erally  not  issued  until  several  years  after 
the  petition  is  filed. 

The  Commissioner  concludes  that  the 
notice  of  filing  of  the  color  or  food  addi¬ 
tive  petition  itself  destroys  any  competi¬ 
tive  advantage  from  lead  time  that  the 
petitioner  might  have  over  other  manu¬ 
facturers.  The  Cwnmissioner  rejects  the 
suggestion  in  this  comment  for  the  addi¬ 
tional  reasons  stated  in  paragraph  235  of 
the  preamble  to  the  December  24.  1974 
final  regulation. 

76.  Comments  contended  that  safety 
and  functionality  data  and  information 
contained  in  color  and  food  additive 
petitions  that  are  not  promptly  filed  due 
to  deficiencies  should  not  be  made  avail¬ 
able  for  public  disclosure  after  the  review 
of  the  submission  by  PDA  is  complete  and 
the  petitioner  informed  of  the  deficien¬ 
cies  as  provided  in  §§  8.9(a)  and  121.51 
(h)(1)  (21  CFR  8.9(a)  and  121.51(h) 
(1) ) .  It  was  argued  that  the  public  inter¬ 
est  is  not  served  by  disclosure  at  that 
time.  The  result,  it  was  asserted,  is  solely 
disclosure  to  competitors  of  the  Interest 
of  the  petitioner  in  the  color  or  food 
additive  at  a  time  when  the  status  of 
the  substance  is  not  formally  before  FDA 
for  consideration.  It  was  suggested  that 
safety  and  functionality  data  and  infor¬ 
mation  in  a  deficient  petition  that  is  not 
filed  should  not  be  made  available  for 
public  disclosure  if  the  petitioner  indi¬ 
cates  that  he  intends,  within  a  reason¬ 
able  period  of  time,  to  endeavor  to  correct 
the  deficiencies. 


The  Commissioner  concludes,  as  stated 
in  paragraph  235  of  the  preamble  to  the 
December  24,  1974  regulation,  that  such 
records  are  properly  disclosed  after  ini¬ 
tial  agency  review.  Such  records  provide 
no  competitive  advantage  at  that  time 
and  thus  are  not  exempt  from  disclosure. 

77.  A  few  comments  asserted  that  it 
was  improper  to  make  safety  and  func¬ 
tionality  data  contained  in  color  and  food 
additive  petitions  available  to  the  public 
at  the  time  the  notice  of  the  fiUng  of  a 
petition  appears  in  the  Federal  Register. 
The  preamble  to  the  December  24,  1974 
final  regulation  had  noted  that  such  data 
and  information  are  frequently  published 
in  scientific  journals  and  are  not  cus¬ 
tomarily  regarded  as  privileged.  The 
proper  test,  the  comment  argued,  is 
whether  the  data  and  information  in  a 
particular  petition  have  in  fact  been  pub¬ 
lished  in  scientific  journals  and  whether 
the  petitioner  regards  and  treats  the 
data  and  information  as  privileged. 

The  Commissioner  advises  that  a  sim¬ 
ilar  comment  was  fully  discussed  in  para¬ 
graph  89  of  the  preamble  to  the  Dwem- 
ber  24,  1974  final  regulation.  The  Com¬ 
missioner  noted  there  that,  if  the  test 
proposed  in  this  comment  were  adopted, 
“decisions  imder  the  Freedom  of  Infor¬ 
mation  Act  would  be  highly  inconsistent 
and  w’ould  require  the  Food  and  Drug 
Administration  to  conduct  an  ad  hoc 
inquiry  into  the  way  that  each  manufac¬ 
turer  handles  documents  submitted  to 
the  agency.  Such  an  cmproach  is  neither 
practicable  nor  contemplated  by  the 
law’.” 

78.  Comments  objected  to  the  avail¬ 
ability  to  the  public  of  safety  and  effec¬ 
tiveness  data  cemtained  in  an  antibiotic 
drug  file  when  an  approval  letter  is  sent 
to  the  sponsoring  manufacturer  by  FDA. 
The  comments  contended  that  such  full 
disclosure  permits  the  “latecomer”  to 
benefit  from  the  skills  and  diligence  of 
an  innovator  who  may  have  expended 
considerable  research  and  development 
funds  in  obtaining  the  data  and  infor¬ 
mation.  Disclosure  of  the  safety  and 
effectivene.ss  data,  it  was  said,  would  dis¬ 
courage  research  by  denying  to  the  inno¬ 
vator  the  full  benefits  to  his  skills  and 
diligence  and  would  enable  competitors 
to  obtain  marketing  approval  in  foreign 
markets  in  direct  ctmipetition  with  the 
innovator  at  an  earlier  point  than  would 
be  possible  were  the  data  and  informa¬ 
tion  not  revealed  until  a  monograph  was 
published. 

The  Commissioner  does  not  agree  with 
these  comments.  In  the  past,  monographs 
have  sometimes  not  been  published  in  the 
F’ederal  Register  for  2  or  3  years  after 
an  approval  letter  was  sent.  The  holder 
of  the  approval  letter  has  been  permitted 
to  market  the  antibiotic  during  that  pe¬ 
riod  on  a  “release”  status,  pending  pub¬ 
lication  of  the  monograph,  at  which  time 
other  manufacturers  wcmld  have  access 
to  the  data  necessary  to  manufacture  the 
antibiotic.  The  Commissioner  notes  that 
permitting  marketing  during  this  release 
period  has  had  the  effect  of  providing  a 
competitive  advantage  through  an  ex¬ 
clusive  license  to  the  holder  of  the  ap¬ 
proval  letter  when  no  such  licensure  is 
contemplated  by  the  statutory  scheme. 
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The  creation  of  this  advantage,  by  per¬ 
mitting  marketing  during  release  status, 
is  attributable  solely  to  delays  in  promul¬ 
gating  monographs  and  the  desire  of 
FDA  to  make  the  antibiotics  involved 
available  to  the  public  as  soon  as  pos¬ 
sible.  Steps  will  be  taken  by  FDA  to 
develop  procedures  that  will  resolve  this 
problem  by  assuring  the  publication  of 
the  monograph  on  a  date  substantially 
contemporaneous  with  the  sending  of  the 
approval  letter.  Accordingly,  the  Com¬ 
missioner  concludes  that  the  FOIA  re¬ 
quires  that  the  safety  and  effectiveness 
data  and  information  be  available  upon 
the  sending  of  an  approval  letter. 

Safety  and  Effectiveness  Data  for  New 
Drugs  or  New  Animal  Drugs 

79.  One  comment  asserted  that  FDA 
has  not  prevlousy  treated  safety  and  ef¬ 
fectiveness  data  for  new  drugs  derived 
from  studies  performed  on  animal  and 
human  subjects  imder  an  investigational 
new  drug  notice  (IND)  or  NDA  as  trade 
secret  material  and  should  not  now,  for 
POIA  purposes,  begin  to  do  so. 

The  C<»nmissioner  advises  that  this 
ccHnment  is  not  an  accurate  statement 
of  the  policies  followed  in  the  past  by 
FDA.  On  the  contrary,  FDA  has  since 
1938  interpreted  section  301(j)  of  the 
act  (21  U.S.C.  331(j))  as  encompassing 
those  data.  This  longstanding  agency 
policy  was  fully  discussed  in  paragraph 
255  of  the  preamble  to  the  December  24, 
1974  final  regulation. 

80.  Questions  have  arisen  regarding 
the  status  of  confidential  data  or  infor¬ 
mation  submitted  to  FDA  before  the  fil¬ 
ing  of  an  IND  by  the  potential  sponsor 
in  connection  with  an  informal  confer¬ 
ence  between  representatives  of  the 
sponsor  and  FDA.  It  was  suggested  that 
such  pre-IND  submissions  be  incorpo¬ 
rated  into  the  IND,  if  later  filed,  and 
treated  accordingly  or,  alternatively, 
that  they  be  treat^  as  volimtary  sub¬ 
missions  covered  by  §  4.111  and  subject 

‘  to  presubmission  review  in  accordance 
with  §  4.44. 

The  Commissioner  advises  that  data 
and  infoimation  submitted  to  FTA  be¬ 
fore  the  filing  of  an  IND  by  the  spon¬ 
sor  are  considered  a  part  of  the  IND  file 
if  the  IND  is  subsequently  submitted,  and 
they  will  be  treated  in  the  same  manner 
as  other  data  contained  in  the  IND  file. 

81.  Questions  have  arisen  about 
whether  data  and  information  on  inves¬ 
tigational  indications  or  dosage  forms 
for  an  approved  new  drug  are  available 
for  disclosure  if  such  Indications  and 
dosage  forms  are  being  actively  investi¬ 
gated  imder  an  IND. 

The  Commissioner  advises  that  data 
and  information  about  dosage  forms  and 
indications  investigated  under  an  IND  or 
NDA  will  not  be  disclosed  unless  the  on¬ 
going  testing  Is  already  publicly  known, 
notwithstanding  the  fact  that  an  ap¬ 
proved  NDA  exists  for  different  dosage 
forms  and/or  indications  involving  the 
same  drug  product. 

82.  Questions  have  arisen  about 
whether  data  and  information  in  an 
NDA  file  relating  to  an  abandoned  prod¬ 
uct  or  ingredient  respecting  manufactur¬ 


ing  methods  or  processes,  production, 
sales,  distribution  and  similar  (fatta  or  in¬ 
formation,  and  quantitative  or  seml- 
quantitative  fmmulas  are  exempt  from 
disclosure  under  $  314.14(g)  (21  CFR 
314.14(g) )  unless  it  is  determined  that 
such  data  and  information  no  longer 
represent  trade  secret  or  confidential 
commercial  or  financial  information,  or 
whether  such  data  and  information  are 
available  to  the  public  upon  the  aban¬ 
donment  of  the  product  or  ingredient. 
It  was  suggested  that  such  data  and  in¬ 
formation  not  be  made  available  to  the 
public  unless  a  determination  is  made 
that  they  no  longer  represent  trade  se¬ 
cret  or  confidential  commercial  informa¬ 
tion  as  defined  in  §  4.61  (21  CFR  4.61). 

The  Commissioner  advises  that  the 
data  and  information  are  available  if  the 
product  or  ingredient  is  finally  aban¬ 
doned  unless  the  abandoned  product  or 
Ingredient  directly  affects  another  prod¬ 
uct  or  ingredient.  Data  and  Information 
of  the  sort  referred  to  by  the  comment 
are  not  by  definition  trade  secret  or  con¬ 
fidential  commercial  or  financial  infor¬ 
mation  if  contained  in  an  abandoned 
NDA  file,  except  when  the  information 
directly  affects  another  product  or  in¬ 
gredient. 

83.  One  comment  supported  the  re¬ 
lease,  as  a  part  of  the  summary  of  safety 
and  effectiveness  data  and  Information, 
of  the  medical  ofiBcer’s  reports  and  re¬ 
quested  that  the  regulations  state  that 
such  reports  will  continue  to  be  released 
after  July  1,  1975.  The  comment  also  re¬ 
quested  that  the  summaries  now  pre¬ 
pared  by  Bureau  of.  Drugs  personnel  for 
internal  review  be  included  In  the  sum¬ 
maries  of  safety  and  effectiveness  data 
and  information  made  available  to  the 
public. 

The  Commissioner  advises  that  the 
medical  oflBcer’s  report  and  any  sum¬ 
maries  prepared  by  Bureau  of  Drugs 
personnel  are  available  as  part  of  the 
summaries  of  safety  and  effectiveness 
data  and  Information  only  for  drugs  ap¬ 
proved  before  July  1,  1975.  For  drugs 
approved  after  that  date  summaries  of 
safety  and  effectiveness  data  and  infor¬ 
mation  are  specially  prepared  in  ac¬ 
cordance  with  §  314.14.  Thereafter,  dis¬ 
closure  of  the  medical  officer’s  report  or 
other  Internal  agency  records  will  be 
denied  based  upon  the  FOIA  exemption 
for  intra-agency  memoranda. 

84.  One  comment  contended  that 
withdrawal  of  an  NDA  or  abandonment 
of  a  product  ingredient  as  a  result  of  ad¬ 
verse  findings  by  an  over-the-counter 
(OTC)  drug  review  panel  should  consti¬ 
tute  per  se  an  “extraordinary  circum¬ 
stance”  that  warrants  exemption  from 
disclosure  of  material  concerning  the 
NDA  or  Ingredient. 

The  Cmnmissloner  advises  that  the 
regulations  do  not  Include  a  definition  of 
“extraordinary  circumstance,”  and  that 
the  term  embraces  those  rare  and  essen¬ 
tially  unforeseeable  situations  that  jus¬ 
tify  the  nondisclosure  of  material  that 
would  otherwise  be  available  to  the  pub¬ 
lic.  The  determination  (tf  an  extraor¬ 
dinary  circumstance  must,  of  necessity, 
be  made  on  a  case-by-case  basis. 


The  Commissioner  is  not  aware  of  any 
Justification  for  treating  data  and  infor- 
mati<m  In  an  NDA  file  or  data  and  infor¬ 
mation  related  to  a  product  Ingredient 
that  has  been  withdrawn  or  abandoned 
because  of  adverse  findings  by  an  OTC 
drug  review  panel  differently  from  data 
and  information  in  withdrawn  NDA  files 
or  data  and  information  related  to  prod¬ 
uct  Ligredients  withdrawn  or  abandoned 
for  other  reasons.  . 

85.  Questions  have  arisen  concerning 
the  status  of  the  contents  of  a  master  file 
which,  pursuant  to  permissicm  given  by 
the  basic  manufacturer,  is  referenced  by 
an  investigator  w'orking  under  an  inde¬ 
pendent  IND,  when  the  investigator  sub¬ 
sequently  abandons  the  IND. 

The  Commissioner  advises  that  the 
referenced  master  file  would  not  be  dis- 
closable  to  the  public  upon  the  termina¬ 
tion  of  the  independent  IND.  The  data 
and  information  in  the  abandoned  or 
terminated  IND  file,  however,  would  be 
available  for  public  disclosure  in  ac¬ 
cordance  with  §  314.14(f),  unless  that 
IND  directly  affects  another  IND  or 
NDA. 

86.  One  comment  asked  which  portions 
of  §  314.14  of  the  final  regulations  apply 
to  IND  files  and  which  portions  apply 
to  NDA  files. 

The  Commissioner  advises  that  the 
provisions  of  §  314.14  apply  in  their  en¬ 
tirety  to  IND  files,  subject  to  the  follow¬ 
ing  limitations;  (1)  If  the  existence  of 
an  IND  has  not  been  publicly  disclosed 
or  acknowledged,  no  data  or  information 
in  the  file  will  be  disclosed  by  FDA.  (2) 
If  an  IND  file’s  existence  has  been  pub¬ 
licly  disclosed  or  acknowledged,  FDA  will, 
upon  request,  confirm  the  existence  of 
the  IND.  The  Commissioner,  in  this  cir¬ 
cumstance,  may,  in  his  discretion,  re¬ 
lease  a  summary  of  selected  portions  of 
the  safety  and  effectiveness  data  con¬ 
tained  in  the  IND  file,  e.g.,  for  discussion 
by  an  advisory  committee.  (3)  Upon  the 
filing  or  approval  of  an  NDA,  although 
the  IND  is  twhnlcally  terminated  or  dis¬ 
continued,  the  material  in  the  IND  has 
the  same  status  as  the  material  in  the 
NDA  and  is  subject  to  disclosure  in  ac¬ 
cordance  with  the  provisions  of  §  314.14. 
(4)  If  an  IND  is  finally  terminated  or 
abandoned,  however,  as  a  result,  for  ex¬ 
ample,  of  adverse  animal  findings,  all 
safety  and  effectiveness  data  and  infor¬ 
mation  are  available  for  public  disclosure 
in  accordance  with  §  314.14(f) .  (5)  If  the 
termination  is  temporary  and  the  spon¬ 
sor  of  the  IND  is  working  to  reactivate 
the  file,  the  safety  and  effectiveness  data 
retain  their  confidential  status. 

87.  A  number  of  comments  asked  what 
information  regarding  an  IND  or  pend¬ 
ing  NDA  will  be  released  by  FDA  when 
the  existence  of  the  IND  or  pending  NDA 
has  been  publicly  disclosed  or  acknowl¬ 
edged,  whether  by  disclosure  to  a  mem¬ 
ber  of  the  public,  discusslcm  with  out¬ 
siders,  marketing  of  the  drug  abroad,  or 
appearance  of  published  literature  on  the 
drug. 

The  Commissioner  reemphasizes  tiiat 
FDA  wiU,  upon  request,  disclose  infor¬ 
mation  concerning  the  IND  or  pending 
NDA  only  to  the  extent  that  such  Infor- 
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mation  has  been  previously  disclosed.  In 
other  words,  once  the  existence  of  an 
IND  or  pendhig  NDA  has  been  disclosed 
or  acknowledged,  FDA  win  no  longer  pre¬ 
tend  that  the  IND  or  NDA  does  not  exist. 
In  conflnning  the  existence  of  the  IND 
or  NDA  the  agency  will  not  release  any 
data  or  information  in  the  files  if  the 
data  or  information  itself  has  not  been 
previously  disclosed  or  acknowledged,  un¬ 
less  the  Commissioner,  in  his  discretion, 
decides  to  release  a  summary  of  such  se¬ 
lected  portions  of  the  safety  and  effec¬ 
tiveness  data  as  are  appr(H>riate  for  pub¬ 
lic  consideration  of  a  specific  pending 
issue,  e.g.,  at  an  open  session  of  an  ad¬ 
visory  cMnmittee  or  pursuant  to  an  ex¬ 
change  of  important  regulatory  infor¬ 
mation  with  a  foreign  gov'emment.  Prior 
disclosure  of  otherwise  exempt  data  and 
information  trl^ers  the  release  by  PDA 
(rf  only  that  information  already 
released. 

88.  A  question  was  raised  about 
whether  the  existence  of  a  supplemental 
NDA  Is  considered  confidential  if  the  ex¬ 
istence  of  the  file  has  not  been  publicly 
disclosed  or  acknowledged. 

Tlie  Commissioner  advises  tliat  a  sup- 
Idemental  NDA  for  a  new  use  will  be 
treated  in  the  same  manner  as  an  IND 
or  NDA,  that  is.  its  existence  will  not  be 
disclosed  by  PDA  lufiess  the  existence  of 
the  application  has  previously  been  pub¬ 
licly  dik^losed  or  acknowledged.  A  supple¬ 
mental  NDA  that  is  technical,  e  g.,  one 
filed  to  reflect  a  reformulation  to  remove 
an  ingredient  such  as  PD&C  Red  No.  2,  is 
not  confidential. 

89.  One  comment  noted  that  the  list  of 
available  computer  printouts  in  i  4.117 
<21 CPR  4.117)  does  not  include  printouts 
of  investigational  new  animal  drug 
(INAD)  and  new  animal  drug  applica- 
tkm  (NADA)  data  and  information.  It 
was  sxiggested  that  the  availability  of 
such  information  be  specifically  noted  in 
§  4.117. 

The  Commissioner  advises  that  the 
data  and  information  respecting  NADA’s 
have  been  and  will  continue  to  be  pub¬ 
lished  in  the  PKDKKAL  Rbcister.  Thus, 
there  is  no  reason  to  make  computer 
printouts  available.  There  is  no  computer 
program  currently  in  existence  tliat 
would  permit  the  retrie%’al  of  the  INAD 
data  and  information. 

90.  Comments  contended  that  studies 
and  tests  on  drugs  for  identity,  stability, 
purity,  potency  and  bioavailability  are  an 
integral  part  of  quality  control  proce¬ 
dures  and  are  not  a  part  of  safe^  and 
effectiveness  data.  It  was  suggested  that 
S  314.14(1)  be  revised  to  exempt  such 
studies  and  tests  from  public  disclosure. 

The  Commissioner  concludes  that  al¬ 
though  the  studies  and  tests  referred  to 
may  be  considered  by  a  pharmaceutical 
compcuiy  conducting  them  as  part  of  its 
quality  control  procedures,  the  results  of 
those  tests  have  a  direct  bearing  on  the 
safety  and  effectiveness  at  the  dnig  prod¬ 
uct  invt^ved,  e.g..  a  subpotent.  Impure,  or 
unstaUe  drug  may  be  unsafe  or  less  effec¬ 
tive  than  anticipated  relative  to  an  iden¬ 
tical  drug  product  that  is  potent,  pure, 
and  stable.  Such  tests  are  accordingly 
properly  classified,  for  purposes  of  these 


public  information  regulations,  as  safety 
and  eSccttveness  data  and  informatim. 
Summaries  arc  therefore  available  to  the 
public. 

91.  A  large  number  of  c(Hnments  duiidi- 
cated  previous  objectums  to  the  dis- 
closme  of  safety  and  effectiveness  data 
and  information  cmxtained  in  IND  or 
NDA  files.  These  comments  were  fully 
discussed  and  disposed  of  in  the  premable 
to  the  December  24.  1974  final  regula¬ 
tions.  These  include  comments  about 
the  situation  in  which  the  termination 
of  one  IND  or  NDA  and  disclosure  of  data 
and  information  relating  to  it  may  affect 
another  IND  or  NDA  that  not  been 
tmninated — discussed  in  paragraph  260 
of  that  premable;  the  adverse  rffect  of 
the  release  of  safety  and  effectiv^ess 
data  (Ki  competition  in  foreign  markets — 
discussed  in  paragn^hs  245  and  269  of 
that  preamble;  the  Commissioner’s  con¬ 
clusion  that  safety  and  effectiveness  data 
in  abandoned,  unapprovable,  or  with¬ 
drawn  NDA’s,  or  those  for  whteh  a  deter¬ 
mination  has  been  made  that  the  drug 
product  is  not  a  new  drug  or  that  the 
drug  may  be  marketed  without  submis¬ 
sion  at  safety  and/or  effectiveness  data 
and  information,  will  be  available  for 
public  disclosure — discussed  in  para¬ 
graphs  267  through  272  of  that  preamble; 
the  determination  that  the  existence  of 
an  IND  notice  will  not  be  regarded  as 
confidential  if  the  drug  is  marketed 
abroad  or  if  published  literatui'e  exists  on 
the  drug — discussed  in  paragraph  240  of 
that  preamble;  and  the  contention  that 
the  manufacturer  should  have  the  final 
say  on  the  contents  of  all  summaries  of 
ssdety  and  effectiveness  data — discussed 
in  paragraph  260  of  that  preamble. 

92.  In  the  FEdekai  Register  of  March  4, 
1976  (41  PR  9317),  the  Commissioner 
amended  S  314.14(f)  to  correct  an  in¬ 
advertent  omission.  Before  the  amend¬ 
ment,  paragraph  269  of  the  preamble  to 
the  December  24,  1974  final  regulation 
contemplated,  but  §  314.14(f)  did  not  ex¬ 
pressly  provide  for,  nondisclosure  of 
safety  and  effectiveness  data  and  infor¬ 
mation  in  abandoned,  terminated,  or 
withdrawn  IND’s  or  NDA’s  if  extraordi¬ 
nary  circumstances  were  shown.  The 
“extraordinary  circumstances”  language 
was  also  inadvertently  omitted  from 
§  514.11(f)  (21  CPR  514.11(f>).  the  new 
animal' drug  counterpart  to  S  314.14(f), 
and  was  not  added  by  the  March  4,  1976 
amendment.  Accordingly,  $  514.11(f)  is 
amended  to  correct  the  inadvertent 
omission. 

A  Protocol  for  a  Test  or  Study 

93.  Several  comments  asserted  that 
protocc^  for  tests  or  studies  reflect  years 
of  experience  in  a  particular  field,  <^er 
a  conyietitlve  advantage,  are  customarily 
held  in  confidence  by  members  of  the 
industry,  and  should  therefore  be  treated 
as  trade  secrets. 

The  Commissioner  concludes  that,  as 
a  general  rule,  protocols  for  tests  or  stud¬ 
ies  are  not  properly  regarded  as  trade 
secrets.  However,  protocols  for  tests  or 
studies  may  be  regarded  as  trade  secrets 
if  the  facts  in  a  specific  case  warrant 
such  a  conclusion.  Without  attempting 


to  list  all  the  relevant  factors,  the  Com¬ 
missioner  notes  that  those  factors  in¬ 
clude  the  cost  inveflved  in  devel(g>ing 
the  protocol,  the  extent  to  which  the 
protocol  is  imique,  as  well  as  other  cri¬ 
teria  contained  in  the  “Restatement 
Comment”  definition  of  trade  secret  and 
discussed  in  paragraph  81  of  the  pre¬ 
amble  to  the  December  24,  1974  final 
regulation. 

Adverse  Reaction  Reports 

94.  One  comment  agreed  that  reports 
of  adverse  reactions  in  an  IND  file  should 
be  provided  on  request  to  individuals 
participating  in  a  study  involving  an 
IND,  as  provided  in  5  312.5(c)  (21  CPR 
312.5(c) ) .  It  was  contended,  however, 
that  adverse  reaction  reports  on  IND's 
should  also  be  available  to  clinical  in¬ 
vestigators,  phs-sicians,  and  other  health 
professionals.  It  was  argued  that  these 
individuals  need  such  reports  to  evaluate 
properly  research  projects  involving  par¬ 
ticular  drug  products  and  in  caring  for 
patients.  It  was  also  asserted  that  re¬ 
lease  of  adverse  reaction  reports  on 
IND’s  would  encourage  manufacturers 
to  be  honest  in  informing  investigators 
when  Investigations  are  terminated  be¬ 
cause  of  adverse  results  instead  of  the 
alleged  current  practice  of  attributing 
such  termination  to  “commercial" 
reasons. 

The  Commissioner  notes  that,  pursu¬ 
ant  to  §  312.1(a)  (6)  (21  CPR  312.1»a> 

•  6)),  the  regulaticms  governing  investi- 
gaticMial  new  drugs,  the  sponsor  of  the 
drug  is  required  to  report  promptly  to  all 
investigators  “any  findi^s  associated 
with  use  of  the  drug  that  may  suggest 
significant  haautis.  ecmtraindlcations. 
side-effects  and  precautions  pertinent  to 
the  safety  of  the  drug.”  Accordingly,  the 
Commissioner  concludes  that  it  is  not 
necessary,  and  would  be  superfluous  to 
make  such  reports  available  to  investiga¬ 
tors  under  the  FOIA.  Any  Infarmation 
that  the  agency  receives  is  required  also 
to  be  in  the  iiossesskm  of  all  investiga¬ 
tors. 

Product  Ingredients 

95.  Questions  have  arisen  about  the 
status  under  these  regulations  of  certain 
product  formulation  Information  for 
packaging  materials  for  use  with  various 
products,  including  drugs.  Two  speclflc 
questions  have  been  raised;  (1)  Will 
quantitative  or  semiquantitative  formu¬ 
las  for  drug-packaging  materials  sub¬ 
mitted  to  FDA  as  part  of  a  master  file  for 
use  with  one  or  more  NDA’s  be  available 
to  the  public;  and  (2)  will  qualitative 
formulas,  Le.,  the  names  of  the  chemical 
components  of  drug-packaging  materi¬ 
als,  submitted  to  FDA  as  part  of  a  master 
file  for  use  with  one  or  more  NDA's  be 
available  to  the  pidallc. 

The  Commissioner  concludes  that 
quantitative  and  semiquantitative  form¬ 
ulas  for  drug-packaging  materials  quali¬ 
fy  as  trade  secrets  imder  S  4.61  and  thus 
are  exempt  from  disclosure.  Likewise, 
qualitative  formulas  for  drug-packaging 
materials  are  exempt  from  disclosure 
under  5  4.61. 
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Assay  Method  or  Other  Analytical 
Method 

96.  One  comment  stated  that  the  reg¬ 
ulations  are  not  clear  about  when  an 
assay  or  analytical  method  serves  no 
regulatory  or  compliance  purpose.  It 
was  suggested  that  §  314.14(e)  (6)  be  re¬ 
vised  to  provide  that  assay  or  analytical 
methods  would  be  available  after  an  ap¬ 
proval  letter  is  sent  imless  the  method 
constitutes  a  trade  secret  as  defined  in 
§  4.61. 

The  Commissioner  advises  that  assay 
or  analytical  methods,  by  their  nature, 
are  ordinarily  devised  and  disseminated 
specifically  for  regulatory  or  compliance 
puiTX)ses.  As  was  stated  in  paragraph  288 
of  the  preamble  to  the  December  24, 1974 
final  regulation,  assay  and  analytical 
methods  are  available  to  and  used  by  a 
large  number  of  persons,  including  reg¬ 
ulatory  officials  on  the  Federal,  State,  and 
local  level  to  ensure  compliance  with  the 
law.  They  do  not  provide  a  competitive 
advantage  for  one  manufacturer  over 
another.  Accordingly,  they  will  be  dis¬ 
closed  as  a  matter  of  course,  with  the 
narrow  and  rare  exception  that  an  assay 
or  analytical  method  that  is  not  used  for 
any  regrulatory  function  whatsoever,  that 
is,  one  that  is  not  used  by  anyone  to  en¬ 
sure  compliance  with  the  law,  will  be  ex¬ 
empt  from  disclosure  unless  the  method 
has  been  previously  made  available  to 
any  member  of  the  public  within  the 
meaning  of  §  4.81. 

Manufacturing  Methods  or  Processes 

Including  Quality  Control  Proce¬ 
dures 

97.  Clarification  has  been  requested  of 
the  Commissioner's  statement  in  para¬ 
graph  290  of  the  preamble  to  the  Decem¬ 
ber  24,  1974,  final  regulation  that  “a 
company’s  manufacturing  methods  and 
processes,  quality  control  procedures,  and 
quantitative  formulas  are  per  se  exempt 
from  disclosure  imless  previously  dis¬ 
closed  or  later  abandoned  *  * 

The  Commissioner  advises  that  the 
phrase  “per  se  exempt”  was  used  to  indi¬ 
cate  that  manufacturers  need  not,  as  had 
been  proposed,  routinely  submit  a  state¬ 
ment  to  PDA  concerning  prior  disclosure 
or  abandonment  of  manufacturing 
methods  and  processes,  quality  control 
procedures,  and  quantitative  formulas. 
However,  information  is  not  automati¬ 
cally  exempt  from  disclosure  merely 
because  it  is  denominated  by  the  manu¬ 
facturer  as,  for  example,  a  quality 
conti’ol  procedure.  Furthermore,  manu¬ 
facturing  methods  and  processes  and 
quality  control  procedures  in  particular 
are  available  to  the  public  where,  for  ex¬ 
ample,  the  method,  process  or  procedure 
is  described  in  the  literature.  It  is  not  un¬ 
usual  to  find  a  detailed  description  of  a 
manufacturing  method  in  a  standard 
reference  book.  In  such  a  situation,  a 
claim  of  confidentiality  for  the  informa¬ 
tion  is  unsupported. 

Biological  Drugs 

98.  A  few  comments  contended  that 
safety  and  effectiveness  data  and  infor- 
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mation  for.  biologies  should  be  accorded 
the  same  status  as  similar  data  and  in¬ 
formation  for  new  drugs  under  §  314.14. 

Hie  Commissioner  concludes  that  this 
comment  has  been  fully  discussed  and 
disposed  of  in  paragraph  302  of  the  pre¬ 
amble  to  the  December  24,  1974  final 
regulation.  The  comments  presented  no 
new  information  and  raised  no  new  issues 
warranting  further  discussion. 

Radiation  Control  for  Safety  and 
Health  Act  of  1968 

99.  The  Pood  and  Drug  Administra¬ 
tion,  through  its  Bureau  of  Radiological 
Health,  enforces  the  Radiation  Control 
for  Safety  and  Health  Act  of  1968.  Under 
that  act,  and  implementing  regulations, 
manufacturers  are  required  to  submit 
several  different  types  of  reports  to  FDA. 
e.g.,  initial  and  annual  reports  under 
§§  1002.10  and  1002.11  (21  CFR  1002.10 
and  1002.11). 

The  Commissioner  advises  that  the  re¬ 
ports  and  records  maintained  by  the  Bu¬ 
reau  of  Radiological  Health  are  under 
review  to  determine  their  status  gen¬ 
erally  under  the  POIA.  Upon  completion 
of  that  review,  a  notice  of  proposed  rule 
making  will  be  published  in  the  Federal 
Register  setting  forth  proposed  amend¬ 
ments  to  these  regulations  to  state,  as 
has  already  been  done  for  most  other 
agehey  records,  the  status  of  the  records 
under  the  POIA. 

Medical  Devices  and  Diagnostic 
Products 

100.  The  Medical  Device  Amendments 
of  1976  (Pub.  L.  94-295)  amending  the 
Federal  Pood,  Drug,  and  Cosmetic  Act 
provide  substantial  new  authority  to 
FDA  to  regulate  medical  devices  and 
diagnostic  products.  The  Food  and  Drug 
Administration  will  be  receiving  many 
new  types  of  reports  and  information 
about  those  products  as  a  result  of  the 
amendments.  These  reports  and  records 
will  be  reviewed  to  determine  their 
status  under  the  POIA.  Upon  completion 
of  that  review,  a  notice  of  proposed  rule 
making  will  be  published  in  the  Federal 
Register  setting  forth  proposed  amend¬ 
ments  to  these  regulations  to  state  the 
status  of  the  records  under  the  FOIA. 

This  final  order  was  proposed  prior 
to  Executive  Order  11821,  requiring 
agencies  in  the  executive  branch  to  re¬ 
view  regulatory  and  legislative  proposals 
they  initiate  for  inflation  impact,  and  so 
does  not  require  inflation  impact  review. 

Therefore,  under  the  Federal  Pood. 
Drug,  and  Cosmetic  Act  (sec.  201  et  seq., 
52  Stat.  1040  et  seq.  as  amended;  (21 
U.S.C.  321  et  seq.)),  the  Public  Health 
Service  Act,  (sec.  1  et  seq.,  58  Stat.  682 
et  seq.,  as  amended  (42  U.S.C.  201  et 
seq.) ) ,  and  the  Freedom  of  Information 
Act  (Pub.  L.  90-23,  81  Stat.  54-56  as 
amended  by  88  Stat.  1561-1565  (5  U.S.C. 
552) )  and  under  authority  delegated  to 
the  Commissioner  (21  C!PR  5.1)  (recod¬ 
ification  published  in  the  Federal  Regis¬ 
ter  of  June  15.  1976  (41  FR  24262)), 
Chapter  I  of  Title  21  of  Mhe  Code  of 
Federal  Regulations  is  amended  as  fol¬ 
lows: 


PART  A — PUBLIC  INFORMATION 

1.  In  §  4.40  -by  revising  paragraphs 
•(a)  and  (c)  to  read  as  follows: 

§  4.40  Filing  a  request  for  records. 

(a)  All  requests  for  Pood  and  Drug 
Administration  records  shall  be  filed  in 
writing  by  mailing  the  request  or  deliver¬ 
ing  it  to  the  Public  Records  and  Docu¬ 
ments  Center  (HFC-18) ,  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  Maryland  20857.  Re¬ 
quests  should  state  in  a  prominent  place 
on  the  envelope  containing  the  request, 
if  any,  and  on  the  request  itself,  “FOI 
request.” 

•  •  *  «  • 

(c)  Upon  receipt  of  a  request  for  rec¬ 
ords,  the  Public  Records  and  Documents 
Center  shall  enter  it  in  a  public  log.  The 
log  shall  state  the  date  received,  the 
name' of  the  person  making  the  request, 
the  nature  of  the  records  requested,  the 
action  taken  on  the  request,  the  date  of 
the  determination  letter  sent  pursuant  to 
14.41(b)  and  the  date(s)  any  records 
are  subsequently  furnished. 

«  #  #  •  • 

2.  In  §  4.42  by  revising  paragraphs  (a) 
(4)  and  (5)  to  read  as  follows: 

§  4.42  Fees. 

(a)  *  *  * 

(4)  Clerical  searches.  $3.00  for  each 
hour  spent  by  clerical  personnel  search¬ 
ing  for  and  producing  a  requested  record, 
including  time  spent  copying  any  record. 

(5)  Nonclerical  searches.  $3.00  for 
each  hour  spent  by  professional  or  man¬ 
agerial  personnel  searching  for  and 
producing  a  requested  record,  including 
time  spent  copying  any  record. 

•  •  #  •  • 

3.  In  §  4.47  by  revising  paragraph  (d) 
to  read  as  follows : 

§  4.47  Denial  of  request  for  records. 

♦  «  «  «  f 

(d)  Minor  deletions  of  nondisclosable 
data  and  information  from  disclosable 
records  shall  not  be  deemed  to  be  a 
denial  of  a  request  for  recqfds. 

4.  By  revising  §  4.53  to  read  as  follows: 

§  4.53  Indexing  trade  secrets  and  con¬ 
fidential  coniniercial  or  financiul  in¬ 
formation. 

Whenever  the  F\)Od  and  Drug  Adminis¬ 
tration  denies  a  request  for  a  record  or 
portion  thereof  on  the  grounds  that  the 
record  or  portion  thereof  is  exempt  from 
public  disclosure  as  trade  secret  or  con¬ 
fidential  commercial  or  financial  data 
and  information  under  §  4.61,  and  the 
person  requesting  the  record  subsequent¬ 
ly  contests  the  denial  in  the  courts,  the 
Food  and  Drug  Administration  will  so 
inform  the  person  affected,  i.e.,  the  per¬ 
son  who  submitted  the  record,  and  will 
require  that  such  person  intervene  to 
defend  the  exempt  status  of  the  record. 
If  a  court  requires  the  Food  and  Drug 
Administration  to  itemize  and  index  such 
records,  the  Food  and  Drug  Administra¬ 
tion  will  so  inform  the  person  affected 
and  will  require  that  such  person  under- 
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take  the  itemization  and  indexing  of  the 
records.  The  failure  of  the  affected  per¬ 
son  to  intervene  to  defend  the  exempt 
status  of  the  records  and  to  itemize  and 
index  the  disputed  records  will  constitute 
a  waiver  by  such  person  of  such  exemp¬ 
tion,  and  the  Food  and  Drug  Administra¬ 
tion  will  promptly  make  them  available 
for  public  disclosure. 

5.  By  revising  §  4.86  to  read  as  follows: 

§  4.86  Disclosure  in'  administrative  or 
court  proceedings. 

Data  and  Information  otherwise  ex¬ 
empt  from  public  disclosure  may  be  re¬ 
vealed  in  F(K>d  and  Drug  Administration 
administrative  proceedings  pursuant  to 
Part  2  of  this  chapter  or  court  proceed¬ 
ings,  where  the  data  or  information  are 
relevant.  The  Food  and  Drug  Adminis¬ 
tration  will  take  appropriate  measures, 
or  request  that  appropriate  measures  be 
taken,  to  reduce  disclostu'e  to  the  mini¬ 
mum  necessary  imder  the  circumstances. 

6.  In  §  4.100  by  revising  paragraph  (c) 
(6),  to  correct  the  cross-reference  to 
read  as  follows: 

§  4.100  Applicability;  cross-rcfcrciice  to 
other  regulations. 

•  •  •  •  * 

(C)  •  *  • 

(6)  Information  on  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers,  in  {  90.20(1)  of 
this  chapter. 

7.  In  S  4.109  by  redesignating  the  exist¬ 

ing  teift  as  S  4.109(a)  and  adding  a  new 
paragraph  (b) ;  as  revised,  §  4.109  reads 
as  follows:  -  _ 

§  4.109  Data  and  inforinalion  obtained 
by  contract. 

(a)  All  data  and  information  obtained 
by  the  Food  and  Drug  Administration  by 
contract,  including  all  progress  reports 
pursuant  to  a  contract,  are  available  for 


public  disclosure  when  accepted  by  the 
responsible  agency  official  except  to  the 
extent  that  they  remain  subject  to  an 
exemption  established  in  Subpart  D  of 
this  part,  e  g.,  they  relate  to  law  enforce¬ 
ment  matters  as  provided  in  §  4.88(b). 

(b)  Upon  the  awarding  of  a  cont^t 
by  the  Food  and  Drug  Administration, 
the  technical  proposal  submitted  by  the 
successful  offeror  will  be  available  for 
public  disclosure.  All  cost  proposals  and 
the  technical  iH‘oposals  of  unsuccessful 
offerors  submitted  in  response  to  a  re¬ 
quest  for  proposals  are  exempt  from  dis¬ 
closure  as  confidential  commercial  or 
financial  information  pursuant  to  §  4.61. 

8.  In  §  4.111  by  revising  paragraph  (c) 
(3)  (vi)  to  read  as  follows: 

§  4.111  Data  and  information  submit¬ 
ted  voluntarily  to  the  Food  and  Drug 
.Vdministration. 

•  •  •  •  * 

'C)  •  *  * 

(3)  *  •  * 

(vi)  If  a  person  requests  a  copy  of  any 
such  record  relating  to  a  specific  indi¬ 
vidual  or  a  specific  incident,  such  request 
will  be  deni^  unless  accompanied  by  the 
written  consent  to  such  disclosure  of  the  • 
person  who  submitted  the  report  to  the 
Food  and  Drug  Administration  and  the 
individual  who  is  the  subject  of  the  re¬ 
port.  The  record  will  be  disclosed  to  the 
individual  who  is  the  subject  of  the  re¬ 
port  upon  request. 

#  •  •  •  • 


PART  314-— NEW  DRUG  APPLICATIONS 

9.  In  S  314.14  by  revising  paragraph 
(a) ,  to  correct  the  reference,  to  read  as 
follows: 

§  314.14  Confidentiality  of  data  and  in¬ 
formation  in  a  new  drug  application 

(NDA)  file. 

(a)  For  piuposes  of  this  section  the 
“NDA  file”  includes  all  data  and  infor¬ 


mation  submitted  with  or  incorporated 
by  reference  in  the  NDA,  IND’s  incorpo¬ 
rated  into  the  NDA,  supplemental  NDA's; 
reports  tmder  {§310.300  and  310.301  of 
this  chapter,  master  files,  and  other  re¬ 
lated  submissions.  The  availability  for 
public  disclosure  of  any  record  in  the 
NDA  file  shall  be  handled  in  accordance 
with  the  provisions  of  this  section. 

«  •  «  •  • 


PART  514 — NEW  ANIMAL  DRUG 
APPUCATIONS 

10.  In  {  514.11  by  revising  the  intro¬ 
ductory  text  of  paragraph  (f )  to  read  as 
follows: 

§  514.11  Confidentiality  of  data  and 
information  in  a  new  animal  drug 
application  file. 

«  •  •  •  * 

(f)  All  safety  and  effectiveness  data 
and  information  not  previously  disclosed 
to  the  public  are  available  for  public  dis¬ 
closure  at  the  time  any  one  of  the  fol¬ 
lowing  events  occurs  unless  extraordi¬ 
nary  circumstances  are  known: 

#  «  •  •  • 

Effective  date:  This  regulation  shall  be 
effective  February  14,  1977. 

(Sec.  201  et  seq..  Pub.  L.  717,  52  Stat.  1040 
et  seq.,  aa  amended  (21  17.S.C.  321  et  seq.); 
see.  1  et  seq..  Pub.  li.  410,  68  Stat.  682  et  seq., 
as  amended  (42  UjB.C.  201  et  seq.);  Pub  L 
90-23,  81  State.  64-66,  as  amended  by  88  Stat. 
1561-1666  (5  C  jSXi.  652) .) 

Dated:  January  7,  1977. 

Sherwin  Gardner, 
Acting  Commissioner 
of  Food  and  Drugs. 
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